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SUMMARY: We are revising the Medicare
hospital inpatient prospective payment
systems (IPPS) for operating and capital-
related costs of acute care hospitals to
implement changes arising from our
continuing experience with these
systems for FY 2020 and to implement
certain recent legislation. We also are
making changes relating to Medicare
graduate medical education (GME) for
teaching hospitals and payments to
critical access hospital (CAHs). In
addition, we are providing the market
basket update that will apply to the rate-
of-increase limits for certain hospitals
excluded from the IPPS that are paid on
a reasonable cost basis, subject to these
limits for FY 2020. We are updating the
payment policies and the annual
payment rates for the Medicare
prospective payment system (PPS) for
inpatient hospital services provided by
long-term care hospitals (LTCHs) for FY
2020. In this FY 2020 IPPS/LTCH PPS
final rule, we are addressing wage index
disparities impacting low wage index
hospitals; providing for an alternative
IPPS new technology add-on payment
pathway for certain transformative new
devices and qualified infectious disease
products; and revising the calculation of
the IPPS new technology add-on
payment. In addition, we are revising
and clarifying our policies related to the
substantial clinical improvement
criterion used for evaluating
applications for the new technology
add-on payment under the IPPS.

We are establishing new requirements
or revising existing requirements for
quality reporting by specific Medicare
providers (acute care hospitals, PPS-

exempt cancer hospitals, and LTCHs).
We also are establishing new
requirements and revising existing
requirements for eligible hospitals and
critical access hospitals (CAHs)
participating in the Medicare and
Medicaid Promoting Interoperability
Programs. We are updating policies for
the Hospital Value-Based Purchasing
(VBP) Program, the Hospital
Readmissions Reduction Program, and
the Hospital-Acquired Condition (HAC)
Reduction Program.

DATES: This final rule is effective
October 1, 2019.
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SUPPLEMENTARY INFORMATION:

Tables Available Through the Internet
on the CMS Website

In the past, a majority of the tables
referred to throughout this preamble
and in the Addendum to the proposed
rule and the final rule were published
in the Federal Register, as part of the
annual proposed and final rules.
However, beginning in FY 2012, the
majority of the IPPS tables and LTCH
PPS tables are no longer published in
the Federal Register. Instead, these
tables, generally, will be available only
through the internet. The IPPS tables for
this FY 2020 final rule are available
through the internet on the CMS website
at: https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
AcutelnpatientPPS/index.html. Click on
the link on the left side of the screen
titled, “FY 2020 IPPS Final Rule Home
Page” or “Acute Inpatient—Files for
Download.” The LTCH PPS tables for
this FY 2020 final rule are available
through the internet on the CMS website
at: http://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
LongTermCareHospitalPPS/index.html
under the list item for Regulation
Number CMS-1716-F. For further
details on the contents of the tables
referenced in this final rule, we refer
readers to section VI. of the Addendum
to this FY 2020 IPPS/LTCH PPS final
rule.

Readers who experience any problems
accessing any of the tables that are
posted on the CMS websites, as
previously identified, should contact
Michael Treitel at (410) 786—4552.
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C. Calculation of the Prospective Payment
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A. Determination of Federal Hospital
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Payment Rate Update
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Related Prospective Payments for FY
2020

C. Capital Input Price Index

IV. Changes to Payment Rates for Excluded
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for FY 2020

V. Updates to the Payment Rates for the
LTCH PPS for FY 2020

A.LTCH PPS Standard Federal Payment
Rate for FY 2020

B. Adjustment for Area Wage Levels Under
the LTCH PPS for FY 2020

C. LTCH PPS Cost-of-Living Adjustment
(COLA) for LTCHs Located in Alaska and
Hawaii

D. Adjustment for LTCH PPS High-Cost
Outlier (HCO) Cases

E. Update to the IPPS Comparable/
Equivalent Amounts To Reflect the
Statutory Changes to the IPPS DSH
Payment Adjustment Methodology

F. Computing the Adjusted LTCH PPS
Federal Prospective Payments for FY
2020
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Appendix B: Recommendation of Update
Factors for Operating Cost Rates of Payment
for Inpatient Hospital Services
1. Background
II. Inpatient Hospital Update for FY 2020
A. FY 2020 Inpatient Hospital Update
B. Update for SCHs and MDHs for FY 2020
C. FY 2020 Puerto Rico Hospital Update
D. Update for Hospitals Excluded From the
IPPS
E. Update for LTCHs for FY 2020
III. Secretary’s Recommendation
IV. MedPAC Recommendation for Assessing
Payment Adequacy and Updating
Payments in Traditional Medicare

I. Executive Summary and Background
A. Executive Summary

1. Purpose and Legal Authority

This FY 2020 IPPS/LTCH PPS final
rule makes payment and policy changes
under the Medicare inpatient
prospective payment systems (IPPS) for
operating and capital-related costs of
acute care hospitals as well as for
certain hospitals and hospital units
excluded from the IPPS. In addition, it
makes payment and policy changes for
inpatient hospital services provided by
long-term care hospitals (LTCHs) under
the long-term care hospital prospective
payment system (LTCH PPS). This final
rule also makes policy changes to
programs associated with Medicare IPPS
hospitals, IPPS-excluded hospitals, and
LTCHs. In this final rule, we are
addressing wage index disparities
impacting low wage index hospitals;
providing for an alternative IPPS new
technology add-on payment pathway for
certain transformative new devices and
qualified infectious disease products;
revising the calculation of the IPPS new
technology add-on payment; and
making revisions and clarifications
related to the substantial clinical
improvement criterion under the IPPS.

We are establishing new requirements
and revising existing requirements for
quality reporting by specific providers
(acute care hospitals, PPS-exempt
cancer hospitals, and LTCHs) that are
participating in Medicare. We also are
establishing new requirements and
revising existing requirements for
eligible hospitals and CAHs
participating in the Medicare and
Medicaid Promoting Interoperability
Programs. We are updating policies for
the Hospital Value-Based Purchasing
(VBP) Program, the Hospital
Readmissions Reduction Program, and
the Hospital-Acquired Condition (HAC)
Reduction Program.

Under various statutory authorities,
we are making changes to the Medicare
IPPS, to the LTCH PPS, and to other
related payment methodologies and
programs for FY 2020 and subsequent

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

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

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

e Section 1886(b)(3)(B)(viii) of the
Act, which requires the Secretary to
reduce the applicable percentage
increase that would otherwise apply to

the standardized amount applicable to a
subsection (d) hospital for discharges
occurring in a fiscal year if the hospital
does not submit data on measures in a
form and manner, and at a time,
specified by the Secretary.

e Section 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.

¢ Section 1886(q) of the Act, as
amended by section 15002 of the 21st
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 21st Century Cures
Act requires the Secretary to compare
hospitals with respect to the number of
their Medicare-Medicaid dual-eligible
beneficiaries (dual-eligibles) in
determining the extent of excess
readmissions.

e Section 1886(r) of the Act, as added
by section 3133 of the Affordable Care
Act, which provides for a reduction to
disproportionate share hospital (DSH)
payments under section 1886(d)(5)(F) of
the Act and for a new uncompensated
care payment to eligible hospitals.
Specifically, section 1886(r) of the Act
requires that, for fiscal year 2014 and
each subsequent fiscal year, subsection
(d) hospitals that would otherwise
receive a DSH payment made under
section 1886(d)(5)(F) of the Act will
receive two separate payments: (1) 25
percent of the amount they previously
would have received under section
1886(d)(5)(F) of the Act for DSH (‘“the
empirically justified amount”), and (2)
an additional payment for the DSH
hospital’s proportion of uncompensated
care, determined as the product of three
factors. These three factors are: (1) 75
percent of the payments that would
otherwise be made under section
1886(d)(5)(F) of the Act; (2) 1 minus the
percent change in the percent of
individuals who are uninsured; and (3)
a hospital’s uncompensated care
amount relative to the uncompensated
care amount of all DSH hospitals
expressed as a percentage.
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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,
and provides for a 4-year transitional
blended payment rate for discharges
occurring in LTCH cost reporting
periods beginning in FYs 2016 through
2019. 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.

2. Summary of the Major Provisions

In this final rule, we provide a
summary of the major provisions in this
FY 2020 IPPS/LTCH PPS final rule. In
general, these major provisions are part
of the annual update to the payment
policies and payment rates, consistent
with the applicable statutory provisions.
A general summary of the proposed
changes that were included in the FY
2020 IPPS/LTCH PPS proposed rule is
presented in section I.D. of the preamble
of this final rule.

a. MS-DRG Documentation and Coding
Adjustment

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

replaced the single positive adjustment
we intended to make in FY 2018 with
a 0.5 percent positive adjustment to the
standardized amount of Medicare
payments to acute care hospitals for FYs
2018 through 2023. (The FY 2018
adjustment was subsequently adjusted
to 0.4588 percent by section 15005 of
the 21st Century Cures Act.) Therefore,
for FY 2020, we are making an
adjustment of +0.5 percent to the
standardized amount.

b. Revisions and Clarifications to the
New Technology Add-On Payment
Policy Substantial Clinical Improvement
Criterion Under the IPPS

In the proposed rule, in addition to a
broad request for public comments for
potential rulemaking in future years, in
order to respond to stakeholder
feedback requesting greater
understanding of CMS’ approach to
evaluating substantial clinical
improvement, we solicited public
comments on specific changes or
clarifications to the IPPS and Outpatient
Prospective Payment System (OPPS)
substantial clinical improvement
criterion used to evaluate applications
for new technology add-on payments
under the IPPS and the transitional
pass-through payment for additional
costs of innovative devices under the
OPPS that CMS might consider making
in this FY 2020 IPPS/LTCH PPS final
rule for applications received beginning
in FY 2020 for the IPPS and CY 2020 for
the OPPS, to provide greater clarity and
predictability.

In this final rule, after consideration
of public comments, we are revising and
clarifying certain aspects of our
evaluation of the substantial clinical
improvement criterion under the IPPS
in 42 CFR 412.87.

c. Alternative Inpatient New
Technology Add-On Payment Pathway
for Transformative New Devices and
Antimicrobial Resistant Products

As discussed in section III.H.8. of the
preamble of this final rule, after
consideration of public comments,
given the Food and Drug
Administration’s (FDA’s) expedited
programs, and consistent with the
Administration’s commitment to
addressing barriers to health care
innovation and ensuring that Medicare
beneficiaries have access to critical and
life-saving new cures and technologies
that improve beneficiary health
outcomes, we are adopting an
alternative pathway for the inpatient
new technology add-on payment for
certain transformative medical devices.
In situations where a new medical
device has received FDA marketing

authorization (that is, the device has
received pre-market approval (PMA);
510(k) clearance; or the granting of a De
Novo classification request) and is the
subject of the FDA’s Breakthrough
Devices Program, we are finalizing our
proposal to create an alternative
inpatient new technology add-on
payment pathway to facilitate access to
this technology for Medicare
beneficiaries. In addition, after
consideration of public comments and
concerns related to antimicrobial
resistance and its serious impact on
Medicare beneficiaries and public
health overall, we are finalizing an
alternative inpatient new technology
add-for Qualified Infectious Disease
Products (QIDPs).

Specifically, we are establishing that,
for applications received for IPPS new
technology add-on payments for FY
2021 and subsequent fiscal years, if a
medical device is the subject of the
FDA'’s Breakthrough Devices Program or
if a medical product technology receives
the FDA’s QIDP designation and
received FDA marketing authorization,
such a device or product will be
considered new and not substantially
similar to an existing technology for
purposes of new technology add-on
payment under the IPPS. We are also
establishing that the medical device or
product will not need to meet the
requirement under 42 CFR 412.87(b)(1)
that it represent an advance that
substantially improves, relative to
technologies previously available, the
diagnosis or treatment of Medicare
beneficiaries.

d. Revision of the Calculation of the
Inpatient Hospital New Technology
Add-On Payment

The current calculation of the new
technology add-on payment is based on
the cost to hospitals for the new medical
service or technology. Under § 412.88, if
the costs of the discharge (determined
by applying cost-to-charge ratios (CCRs),
as described in §412.84(h)) exceed the
full DRG payment (including payments
for IME and DSH, but excluding outlier
payments), Medicare will make an add-
on payment equal to the lesser of: (1) 50
percent of the costs of the new medical
service or technology; or (2) 50 percent
of the amount by which the costs of the
case exceed the standard DRG payment.
Unless the discharge qualifies for an
outlier payment, the additional
Medicare payment is limited to the full
MS-DRG payment plus 50 percent of
the estimated costs of the new
technology or medical service.

As discussed in section III.H.9. of the
preamble of this final rule, after
consideration of the concerns raised by
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commenters and other stakeholders, we
agree that capping the add-on payment
amount at 50 percent could, in some
cases, not adequately reflect the costs of
new technology or sufficiently support
healthcare innovations.

After consideration of public
comments, we are finalizing the
proposed modification to the current
payment amount to increase the
maximum add-on payment amount to
65 percent of the costs of the new
technology or medical service (except
with respect to a medical product
designated by the FDA as a QIDP).
Therefore, we are establishing that,
beginning with discharges occurring on
or after October 1, 2019, for a new
technology other than a medical product
designated as a QIDP by the FDA, if the
costs of a discharge involving a new
medical service or technology exceed
the full DRG payment (including
payments for IME and DSH, but
excluding outlier payments), Medicare
will make an add-on payment equal to
the lesser of: (1) 65 percent of the costs
of the new medical service or
technology; or (2) 65 percent of the
amount by which the costs of the case
exceed the standard DRG payment. In
addition, after consideration of public
comments and concerns related to
antimicrobial resistance and its serious
impact on Medicare beneficiaries and
public health overall, we are
establishing that, beginning with
discharges occurring on or after October
1, 2019, for a new technology that is a
medical product designated as a QIDP
by the FDA, if the costs of a discharge
involving a new medical service or
technology exceed the full DRG
payment (including payments for IME
and DSH, but excluding outlier
payments), Medicare will make an add-
on payment equal to the lesser of: (1) 75
percent of the costs of the new medical
service or technology; or (2) 75 percent
of the amount by which the costs of the
case exceed the standard DRG payment.

e. Finalized Policies To Address Wage
Index Disparities

In the FY 2019 IPPS/LTCH PPS
proposed rule (83 FR 20372), we invited
the public to submit further comments,
suggestions, and recommendations for
regulatory and policy changes to the
Medicare wage index. Many of the
responses received from this request for
information (RFI) reflect a common
concern that the current wage index
system perpetuates and exacerbates the
disparities between high and low wage
index hospitals. Many respondents also
expressed concern that the calculation
of the rural floor has allowed a limited
number of States to manipulate the

wage index system to achieve higher
wages for many urban hospitals in those
States at the expense of hospitals in
other States, which also contributes to
wage index disparities.

To help mitigate these wage index
disparities, including those resulting
from the inclusion of hospitals with
rural reclassifications under 42 CFR
412.103 in the rural floor, in this final
rule, we are reducing the disparity
between high and low wage index
hospitals by increasing the wage index
values for certain hospitals with low
wage index values and doing so in a
budget neutral manner through an
adjustment applied to the standardized
amounts for all hospitals, as well as
changing the calculation of the rural
floor. We also are providing for a
transition for hospitals experiencing
significant decreases in their wage index
values as compared to their final FY
2019 wage index. We are making these
changes in a budget neutral manner.

In this final rule, we are increasing
the wage index for hospitals with a
wage index value below the 25th
percentile wage index value for a fiscal
year by half the difference between the
otherwise applicable final wage index
value for a year for that hospital and the
25th percentile wage index value for
that year across all hospitals.
Furthermore, this policy will 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.
In order to offset the estimated increase
in IPPS payments to hospitals with
wage index values below the 25th
percentile wage index value, we are
applying a uniform budget neutrality
factor to the standardized amount.

In addition, we are removing urban to
rural reclassifications from the
calculation of the rural floor, such that,
beginning in FY 2020, the rural floor is
calculated without including the wage
data of hospitals that have reclassified
as rural under section 1886(d)(8)(E) of
the Act (as implemented in the
regulations at § 412.103). Also, for the
purposes of applying the provisions of
section 1886(d)(8)(C)(iii) of the Act, we
are removing urban to rural
reclassifications from the calculation of
“the wage index for rural areas in the
State in which the county is located” as
referred to in the statute.

Lastly, for FY 2020, we are placing a
5-percent cap on any decrease in a
hospital’s wage index from the
hospital’s final wage index in FY 2019.
We are applying a budget neutrality
adjustment to the standardized amount
so that our transition for hospitals that

could be negatively impacted is
implemented in a budget neutral
manner.

f. DSH Payment Adjustment and
Additional Payment for Uncompensated
Care

Section 3133 of the Affordable Care
Act modified the Medicare
disproportionate share hospital (DSH)
payment methodology, beginning in FY
2014. Under section 1886(r) of the Act,
which was added by section 3133 of the
Affordable Care Act, starting in FY
2014, 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 FY 2020 IPPS/LTCH PPS final
rule, we have updated our estimates of
the three factors used to determine
uncompensated care payments for FY
2020. We 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 the
calculation of Factor 2. We also are
using a single year of data on
uncompensated care costs from
Worksheet S—10 for FY 2015 to
determine Factor 3 for FY 2020. In
addition, we are continuing to use only
data regarding low-income insured days
(Medicaid days for FY 2013 and FY
2017 SSI days) to determine the amount
of uncompensated care payments for
Puerto Rico hospitals, and Indian Health
Service and Tribal hospitals. We did not
adopt specific Factor 3 polices for all-
inclusive rate providers for FY 2020. In
this final rule, we also are continuing to
use the following established policies:
(1) For providers with multiple cost
reports, beginning in the same fiscal
year, to use the longest cost report and
annualize Medicaid data and
uncompensated care data if a hospital’s
cost report does not equal 12 months of
data; (2) in the rare case where a
provider has multiple cost reports
beginning in the same fiscal year, but
one report also spans the entirety of the
following fiscal year, such that the
hospital has no cost report for that fiscal
year, to use the cost report that spans
both fiscal years for the latter fiscal year;
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and (3) to apply statistical trim
methodologies to potentially aberrant
cost-to-charge ratios (CCRs) and
potentially aberrant uncompensated
care costs reported on the Worksheet S—
10.

g. Changes to the LTCH PPS

In this FY 2020 IPPS/LTCH PPS final
rule, we set forth changes to the LTCH
PPS Federal payment rates, factors, and
other payment rate policies under the
LTCH PPS for FY 2020. We also are
establishing the payment adjustment for
LTCH discharges when the LTCH does
not meet the applicable discharge
payment percentage and a reinstatement
process, as required by section
1886(m)(6)(C) of the Act. An LTCH will
be subject to this payment adjustment if,
for cost reporting periods beginning in
FY 2020 and subsequent fiscal years, the
LTCH’s percentage of Medicare
discharges that meet the criteria for
exclusion from the site neutral payment
rate (that is, discharges paid the LTCH
PPS standard Federal payment rate) of
its total number of Medicare FFS
discharges paid under the LTCH PPS
during the cost reporting period is not
at least 50 percent. We are adopting a
probationary cure period as part of the
reinstatement process.

h. Reduction of Hospital Payments for
Excess Readmissions

We are making changes to policies for
the Hospital Readmissions Reduction
Program, which was established under
section 1886(q) of the Act, as amended
by section 15002 of the 21st Century
Cures Act. The Hospital Readmissions
Reduction Program requires a reduction
to a hospital’s base operating DRG
payment to account for excess
readmissions of selected applicable
conditions. For FY 2017 and subsequent
years, the reduction is based on a
hospital’s risk-adjusted readmission rate
during a 3-year period for acute
myocardial infarction (AMI), heart
failure (HF), pneumonia, chronic
obstructive pulmonary disease (COPD),
elective primary total hip arthroplasty/
total knee arthroplasty (THA/TKA), and
coronary artery bypass graft (CABG)
surgery. In this FY 2020 IPPS/LTCH PPS
final rule, we are establishing the
following policies: (1) A measure
removal policy that aligns with the
removal factor policies previously
adopted in other quality reporting and
quality payment programs; (2) an update
to the Program’s definition of “dual-
eligible,” beginning with the FY 2021
program year to allow for a 1-month
lookback period in data sourced from
the State Medicare Modernization Act
(MMA) files to determine dual-eligible

status for beneficiaries who die in the
month of discharge; (3) a subregulatory
process to address any potential future
nonsubstantive changes to the payment
adjustment factor components; and (4)
an update to the Program’s regulations
at 42 CFR 412.152 and 412.154 to reflect
policies we are finalizing in this final
rule and to codify additional previously
finalized policies.

i. Hospital Value-Based Purchasing
(VBP) Program

Section 1886(0) of the Act requires the
Secretary to establish a Hospital VBP
Program under which value-based
incentive payments are made in a fiscal
year to hospitals based on their
performance on measures established
for a performance period for such fiscal
year. In this FY 2020 IPPS/LTCH PPS
final rule, we are establishing that the
Hospital VBP Program will use the same
data used by the HAC Reduction
Program for purposes of calculating the
Centers for Disease Control and
Prevention (CDC) National Health Safety
Network (NHSN) Healthcare-Associated
Infection (HAI) measures beginning
with CY 2020 data collection, which is
when the Hospital IQR Program will no
longer collect data on those measures,
and will rely on HAC Reduction
Program validation to ensure the
accuracy of CDC NHSN HAI measure
data used in the Hospital VBP Program.
We also are newly establishing certain
performance standards.

j. Hospital-Acquired Condition (HAC)
Reduction Program

Section 1886(p) of the Act establishes
an incentive to hospitals to reduce the
incidence of hospital-acquired
conditions by requiring the Secretary to
make an adjustment to payments to
applicable hospitals, effective for
discharges beginning on October 1,
2014. This 1-percent payment reduction
applies to hospitals that rank in the
worst-performing quartile (25 percent)
of all applicable hospitals, relative to
the national average, of conditions
acquired during the applicable period
and on all of the hospital’s discharges
for the specified fiscal year. As part of
our agency-wide Patients over
Paperwork and Meaningful Measures
Initiatives, discussed in section I.A.2. of
the FY 2019 IPPS/LTCH PPS final rule
(83 FR 41147 and 41148), we are: (1)
Adopting a measure removal policy that
aligns with the removal factor policies
previously adopted in other quality
reporting and quality payment
programs; (2) clarifying administrative
policies for validation of the CDC NHSN
HAI measures; (3) adopting the data
collection periods for the FY 2022

program year; and (4) updating 42 CFR
412.172(f) to reflect policies finalized in
the FY 2019 IPPS/LTCH PPS final rule.

k. Hospital Inpatient Quality Reporting
(IQR) Program

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

In this FY 2020 IPPS/LTCH PPS final
rule, we are making several changes. We
are: (1) Adopting the Safe Use of
Opioids—Concurrent Prescribing eCQM
beginning with the CY 2021 reporting
period/FY 2023 payment determination
with a clarification and update; (2)
adopting the Hybrid Hospital-Wide All-
Cause Readmission (Hybrid HWR)
measure (NQF #2879) in a stepwise
fashion, beginning with two voluntary
reporting periods which will run from
July 1, 2021 through June 30, 2022, and
from July 1, 2022 through June 30, 2023,
before requiring reporting of the
measure for the reporting period that
will run from July 1, 2023 through June
30, 2024, impacting the FY 2026
payment determination and for
subsequent years; and (3) removing the
Claims-Based Hospital-Wide All-Cause
Unplanned Readmission Measure (NQF
#1789) (HWR claims-only measure),
beginning with the FY 2026 payment
determination. We are not finalizing our
proposal to adopt the Hospital Harm—
Opioid-Related Adverse Events eCQM.
We also are establishing reporting and
submission requirements for eCQMs,
including policies to: (1) Extend current
eCQM reporting and submission
requirements for both the CY 2020
reporting period/FY 2022 payment
determination and CY 2021 reporting
period/FY 2023 payment determination;
(2) change the eCQM reporting and
submission requirements for the CY
2022 reporting period/FY 2024 payment
determination, such that hospitals will
be required to report one, self-selected
calendar quarter of data for three self-
selected eCQMs and the Safe Use of
Opioids—Concurrent Prescribing eCQM
(NQF #3316e), for a total of four eCQMs;
and (3) continue requiring that EHRs be
certified to all available eCQMs used in
the Hospital IQR Program for the CY
2020 reporting period/FY 2022 payment
determination and subsequent years.
These eCQM reporting and submission
policies are in alignment with policies
under the Promoting Interoperability
Program. We also are establishing
reporting and submission requirements
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for the Hybrid HWR measure. In
addition, we are summarizing public
comments we received on three
measures we are considering for
potential future inclusion in the
Hospital IQR Program.

1. Medicare and Medicaid Promoting
Interoperability Programs

For purposes of an increased level of
stability, reducing the burden on
eligible hospitals and CAHs, and
clarifying certain existing policies, we
are finalizing several changes to the
Promoting Interoperability Program.
Specifically, we are: (1) Eliminating the
requirement that, for the FY 2020
payment adjustment year, for an eligible
hospital that has not successfully
demonstrated it is a meaningful EHR
user in a prior year, the EHR reporting
period in CY 2019 must end before and
the eligible hospital must successfully
register for and attest to meaningful use
no later than the October 1, 2019
deadline; (2) establishing an EHR
reporting period of a minimum of any
continuous 90-day period in CY 2021
for new and returning participants
(eligible hospitals and CAHs) in the
Medicare Promoting Interoperability
Program attesting to CMS; (3) requiring
that the Medicare Promoting
Interoperability Program measure
actions must occur within the EHR
reporting period, beginning with the
EHR reporting period in CY 2020; (4)
revising the Query of PDMP measure to
make it an optional measure worth 5
bonus points in CY 2020, removing the
exclusions associated with this measure
in CY 2020, requiring a yes/no response
instead of a numerator and denominator
for CY 2019 and CY 2020, and clearly
stating our intended policy that the
measure is worth a full 5 bonus points
in CY 2019 and CY 2020; (5) changing
the maximum points available for the e-
Prescribing measure from 5 points to 10
points beginning in CY 2020; (6)
removing the Verify Opioid Treatment
Agreement measure beginning in CY
2020 and clearly stating our intended
policy that this measure is worth a full
5 bonus points in CY 2019; and (7)
revising the Support Electronic Referral
Loops by Receiving and Incorporating
Health Information measure to more
clearly capture the previously
established policy regarding CEHRT
use. We also are amending our
regulations to incorporate several of
these finalized policies.

For CQM reporting under the
Medicare and Medicaid Promoting
Interoperability Programs, we are
generally aligning our requirements
with requirements under the Hospital
IQR Program. Specifically, we are: (1)

Adopting one opioid-related CQM (Safe
Use of Opioids—Concurrent Prescribing
CQM beginning with the reporting
period in CY 2021 (we are not finalizing
our proposal to add the Hospital
Harm—Opioid-Related Adverse Events
CQM); (2) extending current CQM
reporting and submission requirements
for the reporting periods in CY 2020 and
CY 2021; and (3) establishing CQM
reporting and submission requirements
for the reporting period in CY 2022,
which will require all eligible hospitals
and CAHs to report on the Safe Use of
Opioids—Concurrent Prescribing eCQM
beginning with the reporting period in
CY 2022.

We sought public comments on
whether we should consider proposing
to adopt in future rulemaking the
Hybrid Hospital-Wide All-Cause
Readmission (Hybrid HWR) measure,
beginning with the reporting period in
CY 2023, a measure which we adopted
under the Hospital IQR Program, and we
sought information on a variety of issues
regarding the future direction of the
Medicare and Medicaid Promoting
Interoperability Programs. We may use
the input we received to inform further
rulemaking.

3. Summary of Costs and Benefits

o Adjustment for MS-DRG
Documentation and Coding Changes.
Section 414 of the MACRA replaced the
single positive adjustment we intended
to make in FY 2018 once the
recoupment required by section 631 of
the ATRA was complete with a 0.5
percentage point positive adjustment to
the standardized amount of Medicare
payments to acute care hospitals for FYs
2018 through 2023. (The FY 2018
adjustment was subsequently adjusted
to 0.4588 percentage point by section
15005 of the 21st Century Cures Act.)
For FY 2020, we are making an
adjustment of +0.5 percentage point to
the standardized amount consistent
with the MACRA.

o Alternative Inpatient New
Technology Add-On Payment Pathway
for Transformative New Devices: In this
FY 2020 IPPS/LTCH PPS final rule, we
are establishing an alternative inpatient
new technology add-on payment
pathway for a new medical device that
is subject to the FDA Breakthrough
Devices Program and has received FDA
authorization (that is, received PMA
approval, 510(k) clearance, or the
granting of De Novo classification
request). We are also establishing that,
if a medical product is designated by the
FDA as a Qualified Infectious Disease
Product (QIDP) and received FDA
market authorization. Under these
alternative inpatient new technology

add-on payment pathways, such a
medical device or product will be
considered new and not substantially
similar to an existing technology for
purposes of new technology add-on
payment under the IPPS, and such a
medical product or device will not need
to meet the requirement under
§412.87(b)(1) that it represent an
advance that substantially improves,
relative to technologies previously
available, the diagnosis or treatment of
Medicare beneficiaries.

Given the relatively recent
introduction of FDA’s Breakthrough
Devices Program, there have not been
any medical devices that were part of
the Breakthrough Devices Program and
received FDA marketing authorization
and for which the applicant applied for
a new technology add-on payment
under the IPPS and was not approved.
If all of the future new medical devices
that were part of the Breakthrough
Devices Program and QIDPs that would
have applied for new technology add-on
payments would have been approved
under the existing criteria, this policy
has no impact. To the extent that there
are future medical devices that were
part of the Breakthrough Devices
Program or QIDPs that are the subject of
applications for new technology add-on
payments, and those applications would
have been denied under the current new
technology add-on payment criteria, this
policy is a cost, but that cost is not
estimable. Therefore, it is not possible to
quantify the impact of this policy.

e Revisions to the Calculation of the
Inpatient Hospital New Technology
Add-On Payment: The current
calculation of the new technology add-
on payment is based on the cost to
hospitals for the new medical service or
technology. Under existing § 412.88, if
the costs of the discharge exceed the full
DRG payment (including payments for
IME and DSH, but excluding outlier
payments), Medicare makes an add-on
payment equal to the lesser of: (1) 50
percent of the estimated costs of the
new technology or medical service; or
(2) 50 percent of the amount by which
the costs of the case exceed the standard
DRG payment.

As discussed in section IL.H.9. of the
preamble of this final rule, we have
modified the current payment
mechanism to increase the amount of
the maximum add-on payment amount
to 65 percent (and 75 percent for
QIDPs). Specifically, for technologies
other than QIDPs, if the costs of a
discharge (determined by applying
CCRs as described in §412.84(h))
exceed the full DRG payment (including
payments for IME and DSH, but
excluding outlier payments), Medicare



Federal Register/Vol. 84, No. 159/Friday, August 16, 2019/Rules and Regulations

42051

will make an add-on payment equal to
the lesser of: (1) 65 percent (or 75
percent for QIDPs) of the costs of the
new medical service or technology; or
(2) 65 percent (75 percent for QIDPs) of
the amount by which the costs of the
case exceed the standard DRG payment.

We estimate that for the nine
technologies for which we are
continuing to make new technology add
on payments in FY 2020 and for the
nine FY 2020 new technology add-on
payment applications that we are
approving for new technology add-on
payments for FY 2020, these changes to
the calculation of the new technology
add-on payment will increase IPPS
spending by approximately $94 million
in FY 2020.

e Technologies Approved for FY 2020
New Technology Add-On Payments: In
section II.LH.5. of the preamble to this
final rule, we discuss 13 technologies
for which we received applications for
add-on payments for new medical
services and technologies for FY 2020.
We also discuss the status of the new
technologies that were approved to
receive new technology add-on
payments in FY 2019 in section II.H.4.
of the preamble to this final rule. As
explained in the preamble to this final
rule, add-on payments for new medical
services and technologies under section
1886(d)(5)(K) of the Act are not required
to be budget neutral. Based on those
technologies approved for new
technology add-on payments for FY
2020, new technology add-on payment
are projected to increase approximately
$162 million as compared to FY 2019
(which also reflects the estimated
changes to the calculation of the
inpatient new technology add-on
payment described above).

e Changes To Address Wage Index
Disparities. As discussed in section
III.N. of the preamble of this final rule,
to help mitigate wage index disparities,
including those resulting from the
inclusion of hospitals with rural
reclassifications under 42 CFR 412.103
in the rural floor, we are reducing the
disparity between high and low wage
index hospitals by increasing the wage
index values for certain hospitals with
low wage index values (that is, hospitals
with wage index values below the 25th
percentile wage index value across all
hospitals), as well as changing the
calculation of the rural floor. In order to
offset the estimated increase in IPPS
payments to hospitals with wage index
values below the 25th percentile wage
index value, we have applied a uniform
budget neutrality adjustment to the
standardized amount. We also are
establishing a transition for FY 2020 for
hospitals experiencing significant

decreases in their wage index values,
and we are implementing this in a
budget neutral manner by applying a
budget neutrality adjustment to the
standardized amount.

e Medicare DSH Payment Adjustment
and Additional Payment for
Uncompensated Care. For FY 2020, 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 the
calculation of Factor 2. We also are
using a single year of data on
uncompensated care costs from
Worksheet S—10 for FY 2015 to
determine Factor 3 for FY 2020. To
determine the amount of
uncompensated care for purposes of
calculating Factor 3 for Puerto Rico
hospitals and Indian Health Service and
Tribal hospitals, we are continuing to
use only data regarding low-income
insured days (Medicaid days for FY
2013 and FY 2017 SSI days).

We project that the amount available
to distribute as payments for
uncompensated care for FY 2020 will
increase by approximately $78 million,
as compared to our estimate of the
uncompensated care payments that will
be distributed in FY 2019. The
payments have redistributive effects,
based on a hospital’s uncompensated
care amount relative to the
uncompensated care amount for all
hospitals that are projected to be eligible
to receive Medicare DSH payments, and
the calculated payment amount is not
directly tied to a hospital’s number of
discharges.

e Update to the LTCH PPS Payment
Rates and Other Payment Policies.
Based on the best available data for the
384 LTCHs in our database, we estimate
that the changes to the payment rates
and factors that we presented in the
preamble of and Addendum to this FY
2020 IPPS/LTCH PPS final rule, which
reflect the end of the transition of the
statutory application of the site neutral
payment rate and the update to the
LTCH PPS standard Federal payment
rate for FY 2020, will result in an
estimated increase in payments in FY
2020 of approximately $43 million.

e Changes to the Hospital
Readmissions Reduction Program. For
FY 2020 and subsequent years, the
reduction is based on a hospital’s risk-
adjusted readmission rate during a 3-
year period for acute myocardial
infarction (AMI), heart failure (HF),
pneumonia, chronic obstructive
pulmonary disease (COPD), elective
primary total hip arthroplasty/total knee
arthroplasty (THA/TKA), and coronary

artery bypass graft (CABG) surgery.
Overall, in this FY 2020 IPPS/LTCH PPS
final rule, we estimate that 2,583
hospitals would have their base
operating DRG payments reduced by
their determined proxy FY 2020
hospital-specific readmission
adjustment. As a result, we estimate that
the Hospital Readmissions Reduction
Program will save approximately $563
million in FY 2020.

e Value-Based Incentive Payments
Under the Hospital VBP Program. We
estimate that there will be no net
financial impact to participating
hospitals under the Hospital VBP
Program for the FY 2020 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 2020 program year and, therefore,
the estimated amount available for
value-based incentive payments for FY
2020 discharges is approximately $1.9
billion.

e Changes to the HAC Reduction
Program. A hospital’s Total HAC score
and its ranking in comparison to other
hospitals in any given year depend on
several different factors. The FY 2020
program year is the first year in which
we are implementing our equal measure
weights scoring methodology. Any
significant impact due to the HAC
Reduction Program changes for FY
2020, including which hospitals will
receive the adjustment, will depend on
the actual experience of hospitals in the
Program. We also are updating the
hourly wage rate associated with burden
for CDC NHSN HALI validation under the
HAC Reduction Program.

e Changes to the Hospital Inpatient
Quality Reporting (IQR) Program.
Across 3,300 IPPS hospitals, we
estimate that our changes for the
Hospital IQR Program in this FY 2020
IPPS/LTCH PPS final rule would result
in changes to the information collection
burden compared to previously adopted
requirements. The only policy that will
affect the information collection burden
for the Hospital IQR Program is the
policy to adopt the Hybrid Hospital-
Wide All-Cause Readmission (Hybrid
HWR) measure (NQF #2879) in a
stepwise fashion, beginning with two
voluntary reporting periods which will
run from July 1, 2021 through June 30,
2022, and from July 1, 2022 through
June 30, 2023, before requiring reporting
of the measure for the reporting period
that will run from July 1, 2023 through
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June 30, 2024, impacting the FY 2026
payment determination and for
subsequent years. We estimate that the
impact of this change is a total
collection of information burden
increase of 2,211 hours and a total cost
increase of approximately $83,266 for
all participating IPPS hospitals
annually.

e Changes to the Medicare and
Medicaid Promoting Interoperability
Programs. We believe that, overall, the
revised policies in this FY 2020 IPPS/
LTCH PPS final rule will reduce burden,
as described in detail in section X.B.9.
of the preamble and Appendix A,
section LN. of this final rule.

B. Background Summary

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

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

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

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

additional Medicare payment beginning
on October 1, 2013, that considers the
amount of uncompensated care
furnished by the hospital relative to all
other qualifying hospitals.

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

Additional payments may be made for
cases that involve new technologies or
medical services that have been
approved for special add-on payments.
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.

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.

Although payments to most hospitals
under the IPPS are made on the basis of
the standardized amounts, some
categories of hospitals are paid in whole
or in part based on their hospital-
specific rate, which is determined from
their costs in a base year. For example,
sole community hospitals (SCHs)
receive the higher of a hospital-specific
rate based on their costs in a base year
(the highest of FY 1982, FY 1987, FY
1996, or FY 2006) or the IPPS Federal
rate based on the standardized amount.
SCHs are the sole source of care in their
areas. Specifically, section
1886(d)(5)(D)(iii) of the Act defines an
SCH as a hospital that is located more
than 35 road miles from another
hospital or that, by reason of factors
such as an isolated location, weather
conditions, travel conditions, or absence
of other like hospitals (as determined by
the Secretary), is the sole source of
hospital inpatient services reasonably
available to Medicare beneficiaries. In
addition, certain rural hospitals
previously designated by the Secretary
as essential access community hospitals
are considered SCHs.

Under current law, the Medicare-
dependent, small rural hospital (MDH)
program is effective through FY 2022.
Through and including FY 2006, an
MDH received the higher of the Federal

rate or the Federal rate plus 50 percent
of the amount by which the Federal rate
was exceeded by the higher of its FY
1982 or FY 1987 hospital-specific rate.
For discharges occurring on or after
October 1, 2007, but before October 1,
2022, an MDH receives the higher of the
Federal rate or the Federal rate plus 75
percent of the amount by which the
Federal rate is exceeded by the highest
of its FY 1982, FY 1987, or FY 2002
hospital-specific rate. MDHs are a major
source of care for Medicare beneficiaries
in their areas. Section 1886(d)(5)(G)(iv)
of the Act defines an MDH as a hospital
that is located in a rural area (or, as
amended by the Bipartisan Budget Act
of 2018, a hospital located in a State
with no rural area that meets certain
statutory criteria), has not more than
100 beds, is not an SCH, and has a high
percentage of Medicare discharges (not
less than 60 percent of its inpatient days
or discharges in its cost reporting year
beginning in FY 1987 or in two of its
three most recently settled Medicare
cost reporting years).

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

The existing regulations governing
payments to hospitals under the IPPS
are located in 42 CFR part 412, subparts
A through M.

2. Hospitals and Hospital Units
Excluded From the IPPS

Under section 1886(d)(1)(B) of the
Act, as amended, certain hospitals and
hospital units are excluded from the
IPPS. These hospitals and units are:
Inpatient rehabilitation facility (IRF)
hospitals and units; long-term care
hospitals (LTCHs); psychiatric hospitals
and units; children’s hospitals; cancer
hospitals; extended neoplastic disease
care hospitals, and hospitals located
outside the 50 States, the District of
Columbia, and Puerto Rico (that is,
hospitals located in the U.S. Virgin
Islands, Guam, the Northern Mariana
Islands, and American Samoa).
Religious nonmedical health care
institutions (RNHCIs) are also excluded
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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). During
the 5-year (optional) transition period, a
LTCH’s payment under the PPS was
based on an increasing proportion of the
LTCH Federal rate with a corresponding
decreasing proportion based on
reasonable cost principles. Effective for
cost reporting periods beginning on or
after October 1, 2006 through September
30, 2015 all LTCHs were paid 100
percent of the Federal rate. 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, based on a
rolling effective date that is linked to the
date on which a given LTCH’s Federal

FY 2016 cost reporting period begins,
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 (73 FR 26797
through 26798).

4. Critical Access Hospitals (CAHs)

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

5. Payments for Graduate Medical
Education (GME)

Under section 1886(a)(4) of the Act,
costs of approved educational activities
are excluded from the operating costs of
inpatient hospital services. Hospitals
with approved graduate medical
education (GME) programs are paid for
the direct costs of GME in accordance
with section 1886(h) of the Act. The
amount of payment for direct GME costs
for a cost reporting period is based on
the hospital’s number of residents in
that period and the hospital’s costs per
resident in a base year. The existing
regulations governing payments to the
various types of hospitals are located in
42 CFR part 413.

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

1. Pathway for SGR Reform Act of 2013
(Pub. L. 113-67)

The Pathway for SGR Reform Act of
2013 (Pub. L. 113-67) introduced new
payment rules in the LTCH PPS. Under
section 1206 of this law, discharges in
cost reporting periods beginning on or
after October 1, 2015, under the LTCH
PPS, receive payment under a site
neutral rate unless the discharge meets
certain patient-specific criteria. In this
FY 2020 IPPS/LTCH PPS final rule, we
are continuing to update certain policies
that implemented provisions under
section 1206 of the Pathway for SGR
Reform Act.

2. Improving Medicare Post-Acute Care
Transformation Act of 2014 (IMPACT
Act) (Pub. L. 113-185)

The Improving Medicare Post-Acute
Care Transformation Act of 2014
(IMPACT Act) (Pub. L. 113-185),
enacted on October 6, 2014, made a
number of changes that affect the Long-
Term Care Hospital Quality Reporting
Program (LTCH QRP). In this final rule,
we are continuing to implement
portions of section 1899B of the Act, as
added by section 2(a) of the IMPACT
Act, which, in part, requires LTCHs,
among other post-acute care providers,
to report standardized patient
assessment data, data on quality
measures, and data on resource use and
other measures.

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

Section 414 of the Medicare Access
and CHIP Reauthorization Act of 2015
(MACRA, Pub. L. 114-10) specifies a 0.5
percent positive adjustment to the
standardized amount of Medicare
payments to acute care hospitals for FYs
2018 through 2023. These adjustments
follow the recoupment adjustment to
the standardized amounts under section
1886(d) of the Act based upon the
Secretary’s estimates for discharges
occurring from FYs 2014 through 2017
to fully offset $11 billion, in accordance
with section 631 of the ATRA. The FY
2018 adjustment was subsequently
adjusted to 0.4588 percent by section
15005 of the 21st Century Cures Act.

4. The 21st Century Cures Act (Pub. L.
114-255)

The 21st Century Cures Act (Pub. L.
114-255), enacted on December 13,
2016, contained the following provision
affecting payments under the Hospital
Readmissions Reduction Program,
which we are continuing to implement
in this final rule:

e Section 15002, which amended
section 1886(q)(3) of the Act by adding
subparagraphs (D) and (E), which
requires the Secretary to develop a
methodology for calculating the excess
readmissions adjustment factor for the
Hospital Readmissions Reduction
Program, based on cohorts defined by
the percentage of dual-eligible patients
(that is, patients who are eligible for
both Medicare and full-benefit Medicaid
coverage) cared for by a hospital. In this
FY 2020 IPPS/LTCH PPS final rule, we
are continuing to implement changes to
the payment adjustment factor to assess
penalties, based on a hospital’s
performance, relative to other hospitals
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treating a similar proportion of dual-
eligible patients.

D. Issuance of Notice of Proposed
Rulemaking

In the FY 2020 IPPS/LTCH PPS
proposed rule appearing in the Federal
Register on May 3, 2019 (84 FR 19158),
we set forth proposed payment and
policy changes to the Medicare IPPS for
FY 2020 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
2020.

In this final rule is a general summary
of the changes that we proposed to
make.

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

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

e Proposed changes to MS-DRG
classifications based on our yearly
review for FY 2020.

e Proposed adjustment to the
standardized amounts under section
1886(d) of the Act for FY 2020 in
accordance with the amendments made
to section 7(b)(1)(B) of Public Law 110—-
90 by section 414 of the MACRA.

¢ Proposed recalibration of the MS—
DRG relative weights.

¢ A discussion of the proposed FY
2020 status of new technologies
approved for add-on payments for FY
2019 and a presentation of our
evaluation and analysis of the FY 2020
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).

¢ A request for public comments on
the substantial clinical improvement
criterion used to evaluate applications
for both the IPPS new technology add-
on payments and the OPPS transitional
pass-through payment for devices, and a
discussion of potential revisions that we
were considering adopting as final
policies related to the substantial
clinical improvement criterion for
applications received beginning in FY
2020 for the IPPS (that is, for FY 2021
and later new technology add-on
payments) and beginning in CY 2020 for
the OPPS.

e A proposed alternative IPPS new
technology add-on payment pathway for
certain transformative new devices.

¢ Proposed changes to the calculation
of the IPPS new technology add-on
payment.

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

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

o The proposed FY 2020 wage index
update using wage data from cost
reporting periods beginning in FY 2016.

e Proposals to address wage index
disparities between high and low wage
index hospitals.

¢ Calculation, analysis, and
implementation of the proposed
occupational mix adjustment to the
wage index for acute care hospitals for
FY 2020 based on the 2016
Occupational Mix Survey.

e Proposed application of the rural
floor and the frontier State floor.

o 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 change to Lugar county
assignments.

¢ Proposed adjustment to the wage
index for acute care hospitals for FY
2020 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 2020 wage index.

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

In section IV. of the preamble of the
proposed rule, we discussed 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 changes to MS-DRGs
subject to the postacute care transfer
policy and special payment policy.

e Proposed changes to the inpatient
hospital update for FY 2020.

¢ Proposed conforming changes to the
regulations for the low-volume hospital
payment adjustment policy.

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

e The statutorily required IME
adjustment factor for FY 2020.

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

¢ A request for public comments on
PRRB appeals related to a hospital’s
Medicaid fraction in the DSH payment
adjustment calculation.

e Proposed changes to the policies for
payment adjustments under the
Hospital Readmissions Reduction
Program based on hospital readmission
measures and the process for hospital
review and correction of those rates for
FY 2020.

¢ Proposed changes to the
requirements and provision of value-
based incentive payments under the
Hospital Value-Based Purchasing
Program.

e Proposed requirements for payment
adjustments to hospitals under the HAC
Reduction Program for FY 2020.

e Proposed changes related to CAHs
as nonproviders for direct GME and IME
payment purposes.

¢ Discussion of the implementation of
the Rural Community Hospital
Demonstration Program in FY 2020.

4. Proposed FY 2020 Policy Governing
the IPPS for Capital-Related Costs

In section V. of the preamble to the
proposed rule, we discussed the
proposed payment policy requirements
for capital-related costs and capital
payments to hospitals for FY 2020.

5. Proposed Changes to the Payment
Rates for Certain Excluded Hospitals:
Rate-of-Increase Percentages

In section VI. of the preamble of the
proposed rule, we discussed—
e Proposed changes to payments to
certain excluded hospitals for FY 2020.
¢ Proposed change related to CAH
payment for ambulance services.

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

6. Proposed Changes to the LTCH PPS

In section VII of the preamble of the
is 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 2020.

e Proposed payment adjustment for
discharges of LTCHs that do not meet
the applicable discharge payment
percentage.

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

In section VIII. of the preamble of the
proposed rule, we addressed—

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

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

¢ Proposed changes to the
requirements under the LTCH Quality
Reporting Program (LTCH QRP).

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

8. Provider Reimbursement Review
Board Appeals

In section XI. of the preamble of the
proposed rule, we discussed the
growing number of Provider
Reimbursement Review Board appeals
made by providers and the action
initiatives that are being implemented
with the goal to: Decrease the number of
appeals submitted; decrease the number
of appeals in inventory; reduce the time
to resolution; and increase customer
satisfaction.

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

In sections II. and III. of the
Addendum to the proposed rule, we set
forth the proposed changes to the
amounts and factors for determining the
proposed FY 2020 prospective payment
rates for operating costs and capital-
related costs for acute care hospitals. We
proposed to establish the threshold
amounts for outlier cases, including a
proposed change to the methodology for
calculating those threshold amounts for
FY 2020 to incorporate a projection of
outlier payment reconciliations. In
addition, in section IV. of the
Addendum to the proposed rule, we
addressed the update factors for
determining the rate-of-increase limits
for cost reporting periods beginning in
FY 2020 for certain hospitals excluded
from the IPPS.

10. Determining Prospective Payment
Rates for LTCHs

In section V. of the Addendum to the
proposed rule, we set forth proposed
changes to the amounts and factors for
determining the proposed FY 2020
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 2020. We proposed to establish the
adjustments for wage levels, the 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.

11. 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 PCHs.

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

In Appendix B of the proposed rule,
as required by sections 1886(e)(4) and
(e)(5) of the Act, we provided our
recommendations of the appropriate
percentage changes for FY 2020 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).

o 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.

13. 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 2019 recommendations
concerning hospital inpatient payment
policies addressed 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 this
FY 2020 IPPS/LTCH PPS final rule. For
further information relating specifically
to the MedPAC March 2019 report or to
obtain a copy of the report, contact
MedPAC at (202) 220-3700 or visit
MedPAC’s website at: http://
www.medpac.gov.

E. Advancing Health Information
Exchange

The Department of Health and Human
Services (HHS) has a number of
initiatives designed to encourage and
support the adoption of interoperable
health information technology and to
promote nationwide health information
exchange to improve health care. The
Office of the National Coordinator for
Health Information Technology (ONC)
and CMS work collaboratively to

advance interoperability across settings
of care, including post-acute care.

To further interoperability in post-
acute care, we developed a Data
Element Library (DEL) to serve as a
publicly available centralized,
authoritative resource for standardized
data elements and their associated
mappings to health IT standards. The
DEL furthers CMS’ goal of data
standardization and interoperability.
These interoperable data elements can
reduce provider burden by allowing the
use and exchange of health care data,
support provider exchange of electronic
health information for care
coordination, person-centered care, and
support real-time, data driven, clinical
decision making. Standards in the Data
Element Library (https://del.cms.gov/)
can be referenced on the CMS website
and in the ONC Interoperability
Standards Advisory (ISA). The 2019 ISA
is available at: https://www.healthit.gov/
isa.

The 21st Century Cures Act (the Cures
Act) (Pub. L. 114—-255, enacted
December 13, 2016) requires HHS to
take new steps to enable the electronic
sharing of health information ensuring
interoperability for providers and
settings across the care continuum. In
an important provision, Congress
defined “information blocking” as
practices likely to interfere with,
prevent, or materially discourage access,
exchange, or use of electronic health
information, and established new
authority for HHS to discourage these
practices. In March 2019, ONC and CMS
published the proposed rules, “21st
Century Cures Act: Interoperability,
Information Blocking, and the ONC
Health IT Certification Program” (84 FR
7424 through 7610) and
“Interoperability and Patient Access”
(84 FR 7610 through 7680), to promote
secure and more immediate access to
health information for patients and
health care providers through the
implementation of information blocking
provisions of the Cures Act and the use
of standardized application
programming interfaces (APIs) that
enable easier access to electronic health
information. These two proposed rules
extended their comment period by 30
days and closed on June 3, 2019. The
proposed rules can be found at:
www.regulations.gov.

In the FY 2020 IPPS/LTCH PPS
proposed rule (84 FR 19158), we invited
providers to learn more about these
important developments and how they
are likely to affect hospitals paid under
the IPPS and the LTCH PPS.
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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. MS-DRG Reclassifications

For general information about the
MS-DRG system, including yearly
reviews and changes to the MS-DRGs,
we refer readers to the previous
discussions in the FY 2010 IPPS/RY
2010 LTCH PPS final rule (74 FR 43764
through 43766) and the FYs 2011
through 2019 IPPS/LTCH PPS final
rules (75 FR 50053 through 50055; 76
FR 51485 thI‘Ough 51487; 77 FR 53273;
78 FR 50512; 79 FR 49871; 80 FR 49342;
81 FR 56787 through 56872; 82 FR
38010 through 38085, and 83 FR 41158
through 41258, respectively).

C. Adoption of the MS-DRGs in FY 2008

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).

D. FY 2020 MS-DRG Documentation
and Coding Adjustment

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

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

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

On September 29, 2007, Congress
enacted the TMA [Transitional Medical
Assistance], Abstinence Education, and
QI [Qualifying Individuals] Programs
Extension Act of 2007 (Pub. L. 110-90).
Section 7(a) of Public Law 110-90
reduced the documentation and coding
adjustment made as a result of the MS—
DRG system that we adopted in the FY
2008 IPPS final rule with comment

period to — 0.6 percentage point for FY
2008 and — 0.9 percentage point for FY
2009.

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

In addition, as discussed in prior
rulemakings and most recently in the
FY 2018 IPPS/LTCH PPS final rule (82
FR 38008 through 38009), section 631 of
the ATRA amended section 7(b)(1)(B) of
Public Law 110-90 to require the
Secretary to make a recoupment
adjustment or adjustments totaling $11
billion by FY 2017. This adjustment
represented the amount of the increase
in aggregate payments as a result of not
completing the prospective adjustment
authorized under section 7(b)(1)(A) of
Public Law 110-90 until FY 2013.

2. Adjustments Made for FY 2018 and
FY 2019 as Required Under Section 414
of Public Law 114-10 (MACRA) and
Section 15005 of Public Law 114-255

As stated in the FY 2017 IPPS/LTCH
PPS final rule (81 FR 56785), once the
recoupment required under section 631
of the ATRA was complete, we had
anticipated making a single positive
adjustment in FY 2018 to offset the
reductions required to recoup the $11
billion under section 631 of the ATRA.
However, section 414 of the MACRA
(which was enacted on April 16, 2015)
replaced the single positive adjustment
we intended to make in FY 2018 with
a 0.5 percentage point positive
adjustment for each of FYs 2018 through
2023. In the FY 2017 rulemaking, we
indicated that we would address the
adjustments for FY 2018 and later fiscal
years in future rulemaking. Section
15005 of the 21st Century Cures Act
(Pub. L. 114-255), which was enacted
on December 13, 2016, amended section
7(b)(1)(B) of the TMA, as amended by
section 631 of the ATRA and section
414 of the MACRA, to reduce the
adjustment for FY 2018 from a 0.5
percentage point positive adjustment to
a 0.4588 percentage point positive
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adjustment. As we discussed in the FY
2018 rulemaking, we believe the
directive under section 15005 of Public
Law 114-255 is clear. Therefore, in the
FY 2018 IPPS/LTCH PPS final rule (82
FR 38009) for FY 2018, we implemented
the required +0.4588 percentage point
adjustment to the standardized amount.
In the FY 2019 IPPS/LTCH PPS final
rule (83 FR 41157), consistent with the
requirements of section 414 of the
MACRA, we implemented a 0.5
percentage point positive adjustment to
the standardized amount for FY 2019.
We indicated that both the FY 2018 and
FY 2019 adjustments were permanent
adjustments to payment rates. We also
stated that we plan to propose future
adjustments required under section 414
of the MACRA for FYs 2020 through
2023 in future rulemaking.

3. Adjustment for FY 2020

In the FY 2020 IPPS/LTCH PPS
proposed rule (84 FR 19170 through
19171) consistent with the requirements
of section 414 of the MACRA, we
proposed to implement a 0.5 percentage
point positive adjustment to the
standardized amount for FY 2020. We
indicated that this would constitute a
permanent adjustment to payment rates.
We stated in the proposed rule that we
plan to propose future adjustments
required under section 414 of the
MACRA for FYs 2021 through 2023 in
future rulemaking.

Comment: Several commenters stated
that in order to comply with ATRA
requirements, CMS anticipated that a
cumulative — 3.2 percentage point
adjustment to the standardized amount
would achieve the mandated $11 billion
recoupment. Commenters stated that
CMS misinterpreted the relevant
statutory authority, which they asserted
explicitly assumes that recoupment
under section 631 of the ATRA would
result in an estimated — 3.2 percentage
point cumulative adjustment by FY
2017. Commenters asserted that the
additional —0.7 percentage point
adjustment made in FY 2017 has been
improperly continued in FY 2018 and
FY 2019, and failure to restore the
additional 0.7 percentage point
adjustment will make this reduction in
hospital payments a permanent part of
the baseline calculation of the IPPS
rates, which, they contend, was not
Congress’s legislative intent in
implementing the series of adjustments
required under section 414 of the
MACRA. Commenters urged CMS to use
its exceptions and adjustments authority
under section 1886(d)(5)(I) to restore an
additional 0.7 percentage point payment
adjustment in FY2020 to restore
payment equity to hospitals and comply

with what they asserted was
Congressional intent. Other commenters
suggested CMS implement an
approximate positive adjustment of 1.0
percentage point by FY 2024 to fully
and permanently restore the entire —3.9
percentage point recoupment
adjustment to IPPS rates. A commenter
requested that CMS provide its rationale
for failing to do so. Finally, some of the
commenters, while acknowledging that
CMS may be bound by law, expressed
opposition to the permanent reductions
and requested that CMS refrain from
making any additional coding
adjustments in the future.

Response: As we discussed in the FY
2020 IPPS/LTCH PPS proposed rule (84
FR 19170 through 19171), and in
response to similar comments in the FY
2019 IPPS/LTCH PPS final rule (83 FR
41157), we believe section 414 of the
MACRA and section 15005 of the 21st
Century Cures Act set forth the levels of
positive adjustments for FYs 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. While we had anticipated
making a positive adjustment in FY
2018 to offset the reductions required to
recoup the $11 billion under section 631
of the ATRA, section 414 of the MACRA
required that we implement a 0.5
percentage point positive adjustment for
each of FYs 2018 through 2023, and not
the single positive adjustment we
intended to make in FY 2018. As
discussed in the FY 2017 IPPS/LTCH
PPS final rule, by phasing in a total
positive adjustment of only 3.0
percentage points, section 414 of the
MACRA would not fully restore even
the 3.2 percentage point adjustment
originally estimated by CMS in the FY
2014 IPPS/LTCH PPS final rule (78 FR
50515). Moreover, as discussed in the
FY 2018 IPPS/LTCH PPS final rule,
Public Law 114-255, which further
reduced the positive adjustment
required for FY 2018 from 0.5
percentage point to 0.4588 percentage
point, was enacted on December 13,
2016, after CMS had proposed and
finalized the final negative —1.5
percentage point adjustment required
under section 631 of the ATRA. 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 2020
to restore any additional amount of the
original 3.9 percentage point reduction,
given Congress’ prescriptive adjustment
levels under section 414 of the MACRA
and section 15005 of the 21st Century
Cures Act.

After consideration of the public
comments we received, we are
finalizing our proposal to implement a
0.5 percentage point adjustment to the
standardized amount for FY 2020.

E. Refinement of the MS-DRG Relative
Weight Calculation

1. Background

Beginning in FY 2007, we
implemented relative weights for DRGs
based on cost report data instead of
charge information. We refer readers to
the FY 2007 IPPS final rule (71 FR
47882) for a detailed discussion of our
final policy for calculating the cost-
based DRG relative weights and to the
FY 2008 IPPS final rule with comment
period (72 FR 47199) for information on
how we blended relative weights based
on the CMS DRGs and MS-DRGs. We
also refer readers to the FY 2017 IPPS/
LTCH PPS final rule (81 FR 56785
through 56787) for a detailed discussion
of the history of changes to the number
of cost centers used in calculating the
DRG relative weights. Since FY 2014,
we have calculated the IPPS MS-DRG
relative weights using 19 CCRs, which
now include distinct CCRs for
implantable devices, MRIs, CT scans,
and cardiac catheterization.

2. Discussion of Policy for FY 2020

Consistent with our established
policy, we calculated the final MS-DRG
relative weights for FY 2020 using two
data sources: The MedPAR file as the
claims data source and the HCRIS as the
cost report data source. We adjusted the
charges from the claims to costs by
applying the 19 national average CCRs
developed from the cost reports. The
description of the calculation of the 19
CCRs and the MS-DRG relative weights
for FY 2020 is included in section IL.G.
of the preamble to this FY 2020 IPPS/
LTCH PPS final rule. As we did with the
FY 2019 IPPS/LTCH PPS final rule, for
this FY 2020 final rule, we are providing
the version of the HCRIS from which we
calculated these 19 CCRs on the CMS
website at: http://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/
index.html. Click on the link on the left
side of the screen titled “FY 2020 IPPS
Final Rule Home Page” or “Acute
Inpatient Files for Download.”
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Comment: A commenter
recommended that CMS work with
stakeholders to update cost reporting
instructions and improve the accuracy
and validity of the national average
CCRs. The commenter expressed
concern that the differences between
hospitals’ use of nonstandard cost
center codes and CMS’ procedures for
mapping and rolling up nonstandard
codes to the standard cost centers will
continue to result in invalid CCRs and
inaccurate payments. The commenter
stressed the need for flexibility in cost
reporting, to accommodate any new or
unique services that certain hospitals
may provide, which may not be easily
captured through the cost reporting
software. Finally, the commenter again
recommended, as it had done in
response to prior IPPS rules, that CMS
pay particular attention to data used for
CT scan and MRI cost centers; the
commenter believed that the hospital
payment rates established by CMS from
the CT scan and MRI CCRs simply do
not correlate with resources used for
these capital-intensive services.

Response: We have addressed similar
public comments in prior rulemaking
and refer readers to the FY 2017 IPPS/
LTCH PPS final rule (81 FR 56787) for
our response to these issues. We note
that we will continue to explore ways in
which we can improve the accuracy of
the cost report data and calculated CCRs
used in the cost estimation process.

F. Changes to Specific MS-DRG
Classifications

1. Discussion of Changes to Coding
System and Basis for FY 2020 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 2020 MS-DRG Updates

CMS has previously encouraged input
from our stakeholders concerning the
annual IPPS updates when that input
was made available to us by December
7 of the year prior to the next annual
proposed rule update. As discussed in
the FY 2018 IPPS/LTCH PPS final rule
(82 FR 38010), as we work with the
public to examine the ICD-10 claims
data used for updates to the ICD-10
MS-DRGs, we would like to examine
areas where the MS—DRGs can be
improved, which will require additional
time for us to review requests from the
public to make specific updates, analyze
claims data, and consider any proposed
updates. Given the need for more time
to carefully evaluate requests and
propose updates, we changed the
deadline to request updates to the MS—
DRGs to November 1 of each year. This
will provide an additional 5 weeks for
the data analysis and review process.
Interested parties had to submit any
comments and suggestions for FY 2020
by November 1, 2018, and should
submit any comments and suggestions
for FY 2021 by November 1, 2019 via
the CMS MS-DRG Classification Change
Request Mailbox located at:
MSDRGClassificationChange@
cms.hhs.gov. The comments that were
submitted in a timely manner for FY
2020 are discussed in this section of the
preamble of this final rule. As discussed
in the proposed rule and in the sections
that follow, 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.

Following are the changes that we
proposed to the MS—DRGs for FY 2020
in the FY 2020 IPPS/LTCH PPS
proposed rule (84 FR 19171 through
19257). We invited public comments on
each of the MS-DRG classification
proposed changes, as well as our
proposals to maintain certain existing
MS-DRG classifications discussed in
the proposed rule. In some cases, we
proposed changes to the MS-DRG
classifications based on our analysis of
claims data and consultation with our
clinical advisors. In other cases, we

proposed to maintain the existing MS—
DRG classifications based on our
analysis of claims data and consultation
with our clinical advisors. For the FY
2020 IPPS/LTCH PPS proposed rule, our
MS-DRG analysis was based on ICD-10
claims data from the September 2018
update of the FY 2018 MedPAR file,
which contains hospital bills received
through September 30, 2018, for
discharges occurring through September
30, 2018. In our discussion of the
proposed MS-DRG reclassification
changes, we referred to our analysis of
claims data from the “September 2018
update of the FY 2018 MedPAR file.”

In this FY 2020 IPPS/LTCH PPS final
rule, we summarize the public
comments we received on our
proposals, present our responses, and
state our final policies. For this FY 2020
final rule, we generally did not perform
any further MS-DRG analysis of claims
data. Therefore, our MS-DRG analysis is
based on ICD-10 claims data from the
September 2018 update of the FY 2018
MedPAR file, which contains hospital
bills received through September 30,
2018, for discharges occurring through
September 30, 2018, except as otherwise
noted.

As explained in previous rulemaking
(76 FR 51487), in deciding whether to
propose to make further modifications
to the MS-DRGs for particular
circumstances brought to our attention,
we consider whether the resource
consumption and clinical characteristics
of the patients with a given set of
conditions are significantly different
than the remaining patients represented
in the MS-DRG. We evaluate patient
care costs using average costs and
lengths of stay and rely on the judgment
of our clinical advisors to determine
whether patients are clinically distinct
or similar to other patients represented
in the MS-DRG. In evaluating resource
costs, we consider both the absolute and
percentage differences in average costs
between the cases we select for review
and the remainder of cases in the MS—
DRG. We also consider variation in costs
within these groups; that is, whether
observed average differences are
consistent across patients or attributable
to cases that are extreme in terms of
costs or length of stay, or both. Further,
we consider the number of patients who
will have a given set of characteristics
and generally prefer not to create a new
MS-DRG unless it would include a
substantial number of cases.

In our examination of the claims data,
we apply the following criteria
established in FY 2008 (72 FR 47169) to
determine if the creation of a new
complication or comorbidity (CC) or
major complication or comorbidity
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(MCC) subgroup within a base MS-DRG
is warranted:

e A reduction in variance of costs of
at least 3 percent;

e At least 5 percent of the patients in
the MS-DRG fall within the CC or MCC
subgroup;

e At least 500 cases are in the CC or
MCC subgroup;

e There is at least a 20-percent
difference in average costs between
subgroups; and

e There is a $2,000 difference in
average costs between subgroups.

In order to warrant creation of a CC
or MCC subgroup within a base MS—
DRG, the subgroup must meet all five of
the criteria.

We are making the FY 2020 ICD-10
MS-DRG GROUPER and Medicare Code
Editor (MCE) Software Version 37, the
ICD-10 MS-DRG Definitions Manual
files Version 37 and the Definitions of
Medicare Code Edits Manual Version 37
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.html.

2. Pre-MDC
a. Peripheral ECMO

In the FY 2019 IPPS/LTCH PPS final
rule (83 FR 41166 through 41169), we
discussed a request we received to
review cases reporting the use of

extracorporeal membrane oxygenation
(ECMO) in combination with the
insertion of a percutaneous short-term
external heart assist device. We also
noted that a separate request to create a
new ICD-10-PCS procedure code
specifically for percutaneous ECMO was
discussed at the March 6-7, 2018 ICD—
10 Coordination and Maintenance
Committee Meeting for which we
finalized the creation of three new
procedure codes to identify and
describe different types of ECMO
treatments currently being utilized.
These three new procedure codes were
included in the FY 2019 ICD-10-PCS
procedure codes files (which are
available via the internet on the CMS
website at: https://www.cms.gov/
Medicare/Coding/ICD10/2019-ICD-10-
PCS.html) and were made publicly
available in May 2018. We received
recommendations from commenters on
suggested MS-DRG assignments for the
two new procedure codes that uniquely
identify percutaneous (peripheral)
ECMO, including assignment to MS—
DRG 215 (Other Heart Assist System
Implant), or to Pre-MDC MS-DRG 004
(Tracheostomy with Mechanical
Ventilation >96 Hours or Principal
Diagnosis Except Face, Mouth and Neck
without Major O.R. Procedure)
specifically for the new procedure code
describing percutaneous veno-venous
(VV) ECMO or an alternate MS—-DRG

within MDC 4 (Diseases and Disorders
of the Respiratory System). In our
response, we noted that because these
codes were not finalized at the time of
the proposed rule, there were no
proposed MDC or MS-DRG assignments
or O.R. and non-O.R. designations for
these new procedure codes and they
were not reflected in Table 6B.—New
Procedure Codes (which is available via
the internet on the CMS website at:
http://www.cms.hhs.gov/Medicare/
Medicare-Fee-for-Service-Payment/
AcutelnpatientPPS/index.html)
associated with the FY 2019 IPPS/LTCH
PPS proposed rule.

We further noted that, consistent with
our annual process of assigning new
procedure codes to MDCs and MS—
DRGs, and designating a procedure as
an O.R. or non-O.R. procedure, we
reviewed the predecessor procedure
code assignment. For the reasons
discussed in the FY 2019 IPPS/LTCH
PPS final rule, our clinical advisors did
not support assigning the new
procedure codes for the percutaneous
(peripheral) ECMO procedures to the
same MS-DRG as the predecessor code
for open (central) ECMO in pre-MDC
MS-DRG 003.

Effective with discharges occurring on
and after October 1, 2018, the three
ECMO procedure codes and their
corresponding MS-DRG assignments are
as shown in the following table.
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ICD-10-PCS
Code

Code Description

MS-DRG

MS-DRG Description

SA1522F

Central

Extracorporeal
Oxygenation, Membrane,

Pre-MDC
MS-DRG 003

ECMO or Tracheostomy with
Mechanical Ventilation >96 Hours or
Principal Diagnosis Except Face,
Mouth and Neck with Major O.R.
Procedure

5A1522G

Extracorporeal
Oxygenation, Membrane,
Peripheral Veno-arterial

MS-DRG 207

Respiratory System Diagnosis with
Ventilator Support >96 Hours or
Peripheral Extracorporeal Membrane
Oxygenation (ECMO)

MS-DRG 291

Heart Failure and Shock with MCC or
Peripheral Extracorporeal Membrane
Oxygenation (ECMO)

MS-DRG 296

Cardiac Arrest, Unexplained with
MCC or Peripheral Extracorporeal
Membrane Oxygenation (ECMO)

MS-DRG 870

Septicemia Or Severe Sepsis with
Mechanical Ventilation >96 Hours Or
Peripheral Extracorporeal Membrane
Oxygenation (ECMO)

5A1522H

Extracorporeal
Oxygenation, Membrane,
Peripheral Veno-venous

MS-DRG 207

Respiratory System Diagnosis with
Ventilator Support >96 Hours or
Peripheral Extracorporeal Membrane
Oxygenation (ECMO)

MS-DRG 291

Heart Failure and Shock with MCC or
Peripheral Extracorporeal Membrane

Oxygenation (ECMO)

MS-DRG 296

Cardiac Arrest, Unexplained with
MCC or Peripheral Extracorporeal
Membrane Oxygenation (ECMO)

MS-DRG 870

Septicemia Or Severe Sepsis with
Mechanical Ventilation >96 Hours Or
Peripheral Extracorporeal Membrane
Oxygenation (ECMO)

As noted in the FY 2020 IPPS/LTCH
PPS proposed rule (84 FR 19173), after
publication of the FY 2019 IPPS/LTCH
PPS final rule, we received comments
and feedback from stakeholders
expressing concern with the MS-DRG
assignments for the two new procedure
codes describing peripheral ECMO.
Specifically, these stakeholders stated
that: (1) The MS-DRG assignments for
ECMO should not be based on how the
patient is cannulated (open versus
peripheral) because most of the costs for
both central and peripheral ECMO can
be attributed to the severity of illness of
the patient; (2) there was a lack of
opportunity for public comment on the
finalized MS-DRG assignments; (3)
patient access to ECMO treatment and
programs is now at risk because of
inadequate payment; and (4) CMS did
not appear to have access to enough
patient data to evaluate for appropriate
MS-DRG assignment consideration.
They also stated that the new procedure

codes do not account for an open cut-
down approach that may be performed
on a peripheral vessel during a
peripheral ECMO procedure. These
stakeholders recommended that,
consistent with the usual process of
assigning new procedure codes to the
same MS-DRG as the predecessor code,
the MS-DRG assignment for peripheral
ECMO procedures should be revised to
allow assignment of peripheral ECMO
procedures to Pre-MDC MS-DRG 003
(ECMO or Tracheostomy with
Mechanical Ventilation >96 Hours or
Principal Diagnosis Except Face, Mouth
and Neck with Major O.R. Procedure).
They stated that this revision would
also allow for the collection of further
claims data for patients treated with
ECMO and assist in determining the
appropriateness of any future
modifications in MS—DRG assignment.
We also received feedback from a few
stakeholders that, for some cases
involving peripheral ECMO, the current

designation provides compensation that
these stakeholders believe is
“reasonable” (for example, for
peripheral ECMO in certain patients
admitted with acute respiratory failure
and sepsis). Some of these stakeholders
agreed with CMS that once claims data
become available, the volume, length of
stay and cost data of claims with these
new codes can be examined to
determine if modifications to MS—-DRG
assignment or O.R. and non-O.R.
designation are warranted. However,
some of these stakeholders also
expressed concerns that the current
assignments and designation do not
appropriately compensate for the
resources used when peripheral ECMO
is used to treat certain patients (for
example, patients who are admitted
with cardiac arrest and cardiogenic
shock of known cause or patients
admitted with a different principal
diagnosis or patients who develop a
diagnosis after admission that requires
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ECMO). These stakeholders stated that
the current MS-DRG assignments for
such cases involving peripheral ECMO
do not provide sufficient payment and
do not fully consider the severity of
illness of the patient and the level of
resources involved in treating such
patients, such as surgical team, general
anesthesia, and other ECMO support
such as specialized monitoring.

We stated in the proposed rule that
with regard to stakeholders’ concerns
that we did not allow the opportunity
for public comment on the MS-DRG
assignment for the three new procedure
codes that describe central and
peripheral ECMO, as noted above and as
explained in the FY 2019 IPPS/LTCH
PPS final rule (83 FR 41168), these new
procedure codes were not finalized at
the time of the proposed rule. We noted
that although there were no proposed
MDC or MS-DRG assignment or O.R.
and non-O.R. designations for these
three new procedure codes, we did, in
fact, review and respond to comments
on the recommended MDC and MS—
DRG assignments and O.R./non-O.R.
designations in the final rule (83 FR
41168 through 41169). For FY 2019,

consistent with our annual process of
assigning new procedure codes to MDCs
and MS-DRGs and designating a
procedure as an O.R. or non-O.R.
procedure, we reviewed the predecessor
procedure code assignments. Upon
completing the review, our clinical
advisors did not support assigning the
two new ICD-10-PCS procedure codes
for peripheral ECMO procedures to the
same MS-DRG as the predecessor code
for open (central) ECMO procedures.
Further, our clinical advisors also did
not agree with designating peripheral
ECMO procedures as O.R. procedures
because they stated that these
procedures are less resource intensive
compared to open ECMO procedures.
As noted, our annual process for
assigning new procedure codes involves
review of the predecessor procedure
code’s MS-DRG assignment. However,
this process does not automatically
result in the new procedure code being
assigned (or proposed for assignment) to
the same MS-DRG as the predecessor
code. There are several factors to
consider during this process that our
clinical advisors take into account. For
example, in the absence of volume,

length of stay, and cost data, they may
consider the specific service, procedure,
or treatment being described by the new
procedure code, the indications,
treatment difficulty, and the resources
utilized. For FY 2020, as discussed in
the FY 2020 IPPS/LTCH PPS proposed
rule, we have continued to consider
how these and other factors may apply
in the context of classifying procedures
under the ICD-10 MS-DRGs, including
with regard to the specific concerns
raised by stakeholders.

In the absence of claims data for the
new ICD-10-PCS procedure codes
describing peripheral ECMO, we
analyzed claims data from the
September 2018 update of the FY 2018
MedPAR file for cases reporting the
predecessor ICD—-10-PCS procedure
code 5A15223 (Extracorporeal
membrane oxygenation, continuous) in
Pre-MDC MS-DRG 003, including those
cases reporting secondary diagnosis
MCC and CC conditions, that were
grouped under the ICD-10 MS-DRG
Version 35 GROUPER. Our findings are
shown in the table below.

Average
MS-DRG Number Length Average
of Cases Costs
of Stay
MS-DRG 003--All cases 14,456 29.6 $122,168
MS-DRG 003--Cases reporting procedure code SA15223
(Extracorporeal membrane oxygenation, continuous) 2,086 20.2 $128,168
MS-DRG 003--Cases reporting procedure code SA15223
(Extracorporeal membrane oxygenation, continuous) with
MCC 2,000 20.7 $131,305
MS-DRG 003--Cases reporting procedure code SA15223
(Extracorporeal membrane oxygenation, continuous) with
CcC 79 7.6 $58,231

The total number of cases reported in
MS-DRG 003 was 14,456, with an
average length of stay of 29.6 days and
average costs of $122,168. For the cases
reporting procedure code 5A15223
(Extracorporeal membrane oxygenation,
continuous), there was a total of 2,086
cases, with an average length of stay of
20.2 days and average costs of $128,168.
For the cases reporting procedure code
5A15223 with an MCC, there was a total
9 of 2,000 cases, with an average length
of stay of 20.7 days and average costs of
$131,305. For the cases reporting
procedure 5A15223 with a CC, there
was a total of 79 cases, with an average
length of stay of 7.6 days and average
costs of $58,231.

In the proposed rule, we stated that
our clinical advisors reviewed these

data and noted that the average length
of stay for the cases reporting ECMO
with procedure code 5A15223 of 20.2
days may not necessarily be a reliable
indicator of resources that can be
attributed to ECMO treatment. We also
stated that our clinical advisors believed
that a more appropriate measure of
resource consumption for ECMO would
be the number of hours or days that a
patient was specifically receiving ECMO
treatment, rather than the length of
hospital stay. However, they noted that
this information is not currently
available in the claims data. Further, we
noted that our clinical advisors also
stated that the average costs of $128,168
for the cases reporting ECMO with
procedure code 5A15223 are not
necessarily reflective of the resources

utilized for ECMO treatment alone, as
the average costs represent a
combination of factors, including the
principal diagnosis, any secondary
diagnosis CC and/or MCC conditions
necessitating initiation of ECMO, and
potentially any other procedures that
may be performed during the hospital
stay. Our clinical advisors recognized
that patients who require ECMO
treatment are severely ill and
recommended we review the claims
data to identify the number (frequency)
and types of principal and secondary
diagnosis CC and/or MCC conditions
that were reported among the 2,086
cases reporting procedure code
5A15223. Our findings are shown in the
following tables for the top 10 principal
diagnosis codes, followed by the top 10
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secondary diagnosis MCC and

secondary diagnosis CC conditions that

were reported within the claims data

with procedure code 5A15223.

Top 10 Principal Diagnosis Codes Reported with Procedure Code SA1223
(Extracorporeal membrane oxygenation, continuous)
ICD-10-CM - Number of
Code Description Times
Reported

A41.9 Sepsis, unspecified organism 145
121.4 Non-ST elevation (NSTEMI) myocardial infarction 137
135.0 Nonrheumatic aortic (valve) stenosis 81
J84.112 Idiopathic pulmonary fibrosis 68
125.110 Atherosclerotic heart disease of native coronary artery with unstable

angina pectoris 55
J96.01 Acute respiratory failure with hypoxia 52
121.09 STEMI involving other coronary artery of anterior wall 49
125.10 Atherosclerotic heart disease of native coronary artery w/o angina

pectoris 48
113.0 Hypertensive heart & chronic kidney disease w heart failure and

stage 1 through stage 4 chronic kidney disease, or unspecified

chronic kidney disease 46
121.19 ST elevation (STEMI) myocardial infarction involving other

coronary artery of inferior wall 43

BILLING CODE 4120-01-P

Top 10 Secondary Diagnosis MCC Conditions Reported with Procedure Code
S5A1223 (Extracorporeal membrane oxygenation, continuous)
ICD-10-CM . Nun.lber Average Average

Code Description of Times | Length Costs
Reported | of Stay

A41.9 Sepsis, unspecified organism 322 29.7 | $186,055
E43 Unspecified severe protein-calorie

malnutrition 220 41.5 | $213,742
(G93.40 Encephalopathy, unspecified 217 27.2 | $165,193
J18.9 Pneumonia, unspecified organism 220 23.5 | $150,242
J96.01 Acute respiratory failure with

hypoxia 944 17.9 | $122,614
J96.02 Acute respiratory failure with

hypercapnia 220 20.9 | $139,511
K72.00 Acute and subacute hepatic failure

without coma 524 19 | $140,878
N17.0 Acute kidney failure with tubular

necrosis 741 26.2 | $162,583
R57.0 Cardiogenic shock 448 27.7 | $153.878
R65.21 Severe sepsis with septic shock 504 29.7 | $177,992
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Top 10 Secondary Diagnosis CC Conditions Reported with Procedure Code
5A1223 (Extracorporeal membrane oxygenation, continuous)
ICD-10-CM o Nun.lber Average Average

Description of Times | Length Costs
Code Reported | of Stay

D62 Acute posthemorrhagic anemia 1,139 21.8 | $144,033
D68.9 Coagulation defect, unspecified 402 20.5 | $138,417
E87.0 Hyperosmolality and hypernatremia 585 26.6 | $162,028
E87.1 Hypo-osmolality and hyponatremia 316 26.1 | $151,824
E87.2 Acidosis 937 17.3 | $120,881
E87.4 Mixed disorder of acid-base balance 268 26 | $150,257

Hypertensive heart and chronic

kidney disease with heart failure

and stage 1 through stage 4 chronic

kidney disease, or unspecified
113.0 chronic kidney disease 314 18.4 | $121,962
147.2 Ventricular tachycardia 384 17.5| $123,383
J98.11 Atelectasis 273 26.9 | $158.,812
N17.9 Acute kidney failure, unspecified 757 18.5 | $122,180

BILLING CODE 4120-01-C

We stated in the proposed rule that
these data show that the conditions
reported for these patients requiring
treatment with ECMO and reported with
predecessor ICD—-10-PCS procedure
code 5A1223 represent a greater severity
of illness, present greater treatment
difficulty, have poorer prognoses, and
have a greater need for intervention.
While the data analysis was based on
the conditions reported with the
predecessor ICD-10-PCS procedure
code 5A1223 (Extracorporeal membrane
oxygenation, continuous), we stated that
our clinical advisors believe the data
may provide an indication of how cases
reporting the new procedure codes
describing peripheral (percutaneous)
ECMO may be represented in future
claims data with regard to indications
for treatment, a patient’s severity of
illness, resource utilization, and
treatment difficulty.

Based on the results of our data
analysis and further review of the cases
reporting ECMO, including
consideration of the stakeholders’

concerns that the MS—DRG assignments
for ECMO procedures should not be
based on the method of cannulation, we
stated in the proposed rule that our
clinical advisors agreed that resource
consumption for both central and
peripheral ECMO cases can be primarily
attributed to the severity of illness of the
patient, and that the method of
cannulation is less relevant when
considering the overall resources
required to treat patients on ECMO.
Specifically, we stated that our clinical
advisors noted that consideration of
resource consumption for cases
reporting the use of ECMO may extend
well beyond the duration of time that a
patient was actively receiving ECMO
treatment, which may range anywhere
from less than 24 hours to 10 days or
more. As noted in the proposed rule and
above, in the absence of unique
procedure codes that specify the
duration of time that a patient was
receiving ECMO treatment, we cannot
ascertain from the claims data the
resource use specifically attributable to

treatment with ECMO during a hospital
stay (84 FR 19175). However, when
reviewing consumption of hospital
resources for the cases in which ECMO
was reported during a hospital stay, the
claims data clearly show that the
patients placed on ECMO typically have
multiple MCC and CC conditions. These
data provide additional information on
the expanding indications for ECMO
treatment as well as an indication of the
complexities and the treatment
difficulty associated with these patients.
We also stated in the proposed rule that,
while our clinical advisors continue to
believe that central (open) ECMO may
be more resource intensive and carries
significant risks for complications,
including bleeding, infection, and vessel
injury because it requires an incision
along the sternum (sternotomy) and is
performed for open heart surgery, they
believe that the subset of patients who
require treatment with ECMO,
regardless of the cannulation method,
would be similar in terms of overall
hospital resource consumption. We also
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noted that while we do not yet have
Medicare claims data to evaluate the
new peripheral ECMO procedure codes,
review of limited registry data provided
by stakeholders for patients treated with
a reported peripheral ECMO procedure
did not contradict that costs for
peripheral ECMO appear to be similar to
the costs of overall resources required to
treat patients on ECMO (regardless of
method of cannulation) and appear to be
attributable to the severity of illness of
the patient.

With regard to stakeholders who
stated that the two new procedure codes
do not account for an open cut-down
approach that may be performed on a
peripheral vessel during a peripheral
ECMO procedure, we noted in the
proposed rule that a request and
proposal to create ICD-10-PCS codes to
differentiate between peripheral vessel
percutaneous and peripheral vessel
open cutdown according to the
indication (VA or VV) for ECMO was
discussed at the March 5-6, 2019 ICD—
10 Coordination and Maintenance
Committee meeting. We refer readers to

the website at: https://www.cms.gov/
Medicare/Coding/ICD9Provider
DiagnosticCodes/ICD-9-CM-C-and-M-
Meeting-Materials.html for the
committee meeting materials and
discussion regarding this proposal. We
also noted that, in this same proposal,
another coding option to add duration
values to allow the reporting of the
number of hours or the number of days
a patient received ECMO during the stay
was also made available for public
comment.

Upon further review and
consideration of peripheral ECMO
procedures, including the indications,
treatment difficulty, and the resources
utilized, for the reasons discussed
above, in the FY 2020 IPPS/LTCH PPS
proposed rule, we stated that our
clinical advisors supported the
assignment of the new ICD-10-PCS
procedure codes for peripheral ECMO
procedures to the same MS-DRG as the
predecessor code for open (central)
ECMO procedures for FY 2020.
Therefore, based on our review,
including consideration of the

comments and input from our clinical
advisors, we proposed to reassign the
following procedure codes describing
peripheral ECMO procedures from their
current MS—-DRG assignments to Pre-
MDC MS-DRG 003 (ECMO or
Tracheostomy with Mechanical
Ventilation >96 Hours or Principal
Diagnosis Except Face, Mouth and Neck
with Major O.R. Procedure) as shown in
the table below. We stated in the
proposed rule that, if this proposal is
finalized, we also would make
conforming changes to the titles for MS—
DRGs 207, 291, 296, and 870 to no
longer reflect the “or Peripheral
Extracorporeal Membrane Oxygenation
(ECMO)” terminology in the title. We
also noted in the proposed rule that this
proposal included maintaining the
designation of these peripheral ECMO
procedures as non-O.R. Therefore, we
stated in the proposed rule that, if
finalized, the procedures would be
defined as non-O.R. affecting the MS—
DRG assignment for Pre-MDC MS-DRG
003.

BILLING CODE 4120-01-P
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ICD-10-PCS Co.de. Current MS-DRG Proposed MS-DRG
Code Description
SA1522G Extracorporeal MS-DRG 207 (Respiratory System Pre-MDC MS-DRG 003
Oxygenation, Diagnosis with Ventilator Support (ECMO or Tracheostomy with
Membrane, >96 Hours or Peripheral Mechanical Ventilation >96
Peripheral Veno- Extracorporeal Membrane Hours or Principal Diagnosis
arterial Oxygenation (ECMO)) Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 291 (Heart Failure and Pre-MDC MS-DRG 003
Shock with MCC or Peripheral (ECMO or Tracheostomy with
Extracorporeal Membrane Mechanical Ventilation >96
Oxygenation (ECMO)) Hours or Principal Diagnosis
Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 296 (Cardiac Arrest, Pre-MDC MS-DRG 003
Unexplained with MCC or Peripheral | (ECMO or Tracheostomy with
Extracorporeal Membrane Mechanical Ventilation >96
Oxygenation (ECMO)) Hours or Principal Diagnosis
Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 870 (Septicemia or Severe | Pre-MDC MS-DRG 003
Sepsis with Mechanical (ECMO or Tracheostomy with
Ventilation>96 Hours or Peripheral Mechanical Ventilation >96
Extracorporeal Membrane Hours or Principal Diagnosis
Oxygenation (ECMO)) Except Face, Mouth and Neck
with Major O.R. Procedure)
SA1522H Extracorporeal MS-DRG 207 (Respiratory System Pre-MDC MS-DRG 003
Oxygenation, Diagnosis with Ventilator Support (ECMO or Tracheostomy with
Membrane, >96 Hours or Peripheral Mechanical Ventilation >96
Peripheral Veno- Extracorporeal Membrane Hours or Principal Diagnosis
venous Oxygenation (ECMO)) Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 291(Heart Failure and Pre-MDC MS-DRG 003
Shock with MCC or Peripheral (ECMO or Tracheostomy with
Extracorporeal Membrane Mechanical Ventilation >96
Oxygenation (ECMO)) Hours or Principal Diagnosis
Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 296 (Cardiac Arrest, Pre-MDC MS-DRG 003
Unexplained with MCC or Peripheral | (ECMO or Tracheostomy with
Extracorporeal Membrane Mechanical Ventilation >96
Oxygenation (ECMO)) Hours or Principal Diagnosis
Except Face, Mouth and Neck
with Major O.R. Procedure)
MS-DRG 870 (Septicemia Or Severe | Pre-MDC MS-DRG 003
Sepsis with Mechanical Ventilation (ECMO or Tracheostomy with
>96 Hours or Peripheral Mechanical Ventilation >96
Extracorporeal Membrane Hours or Principal Diagnosis
Oxygenation (ECMO)) Except Face, Mouth and Neck
with Major O.R. Procedure)
BILLING CODE 4120-01-C 207, 291, 296 and 870 as shown in the proposal which they believe was needed
Comment: Several commenters table above. The commenters stated that to maintain the financial viability of
expressed support for the proposal to this reassignment more appropriately ECMO programs. Another commenter

reassign procedure codes 5A1522G and
5A1522H describing peripheral ECMO
procedures from their current MS-DRG
assignments to Pre-MDC MS-DRG 003
and to revise the titles for MS—-DRGs

reflects the resource utilization of
patients requiring this treatment. A
commenter also stated their
appreciation of CMS’ research for the

stated they agreed with the non-O.R.
designation of peripheral ECMO
procedures noting these procedures are
typically performed at the bedside or in
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an ICU setting due to the emergent
condition of the patient. This
commenter also stated that the delivery
of ECMO support in a non-O.R. setting
does not diminish the resource
intensive nature of the treatment
however, and therefore agreed with the
designation of non-O.R. affecting Pre-
MDC MS-DRG 003.

Response: We thank the commenters
for their support.

Comment: A few commenters
recommended that ICD-10-PCS
procedure codes 5A1522G and
5A1522H be assigned to MS-DRG 215
(Other Heart Assist System Implant) as
opposed to Pre-MDC MS-DRG 003. The
commenters stated that MS—DRG 215 is
the primary MS-DRG for peripheral
heart assist pumps with similar patient
conditions and clinical coherence. A
commenter stated that assigning
percutaneous (peripheral) ECMO into a
different category for payment than
percutaneous VAD (Ventricular Assist
Device) creates a system of winners and
losers by device.

Response: We thank the commenters
for their recommendation. We note that
as stated in the FY 2019 IPPS/LTCH PPS
final rule (83 FR 41168), in cases where
a percutaneous external heart assist
device is utilized, in combination with
a percutaneous ECMO procedure,
effective October 1, 2018, the ICD-10
MS-DRG GROUPER logic results in a
case assignment to MS-DRG 215
because the percutaneous external heart
assist device procedure is designated as
an O.R. procedure and assigned to MS—
DRG 215. We also note that under the
ICD-10-PCS classification, ECMO is not
defined as a device. The procedure
codes in Table 5A0, specifically any
procedure code for ECMO, do not
contain a device value for the sixth
character, rather they contain a function
value for the sixth character to identify
oxygenation.

Comment: A commenter expressed
concern with the proposal to continue
designating peripheral ECMO
procedures as non-O.R. procedures,
however, the commenter acknowledged
that these procedures may be performed
in non-O.R. locations such as the ER or
ICU. The commenter noted that the
determining factor for the location
where ECMO is initiated is typically
dictated by the patient’s situation.
According to the commenter, for
critically ill patients who require life-
saving ECMO, cannulation and
initiation of the ECMO circuit is usually
done in an emergent manner. The
commenter also noted that these
patients are often at risk of imminent
death and cannot safely be moved to
another location for cannulation and

ECMO initiation. The commenter
requested that CMS review the
designation of the ECMO codes and
consider the unique nature of these
procedures during the comprehensive
review of the ICD-10-PCS procedure
codes.

Response: We appreciate the
commenter’s feedback. As noted in the
proposed rule and in section IL.F.13.a. of
the preamble of this final rule, we plan
to conduct a comprehensive, systematic
review of the ICD-10-PCS procedure
codes, including the ECMO procedure
codes, and as part of that
comprehensive procedure code review,
we will also review the process for
determining when a procedure is
considered an operating room
procedure.

Comment: A commenter noted that
the FY 2020 ICD-10-PCS codes were
made publicly available in June 2019
and that new procedure codes
describing intraoperative ECMO were
created. The commenter requested that
CMS provide guidance on the correct
reporting of these procedure codes
when performed in the cardiac
catheterization lab, the
electrophysiology lab or other inpatient
places of service, including the O.R.,
since the designation of these new
procedure codes is non-O.R.

Response: The commenter is correct
that the FY 2020 ICD-10-PCS procedure
code files were made publicly available
in June 2019 (which are available via
the internet on the CMS website at:
https://www.cms.gov/Medicare/Coding/
ICD10/2020-ICD-10-PCS.html) and that
new procedure codes describing
intraoperative ECMO have been created.
As shown in Table 6B.—New Procedure
Codes, associated with this final rule
(which is available via the internet on
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
AcutelnpatientPPS/index.html),
procedure codes 5A15A2F
(Extracorporeal oxygenation, membrane,
central, intraoperative), 5A15A2G
(Extracorporeal oxygenation, membrane,
peripheral veno-arterial, intraoperative)
and 5A15A2H (Extracorporeal
oxygenation, membrane, peripheral
veno-venous, intraoperative) are
effective with discharges on and after
October 1, 2019 and are designated as
non-O.R. procedures. We note that,
historically, we have not provided
coding advice in rulemaking with
respect to policy. We collaborate with
the American Hospital Association
(AHA) through the Coding Clinic for
ICD-10-CM and ICD-10-PCS to
promote proper coding (81 FR 56841).

Comment: Some commenters
suggested that CMS should assign the
new procedure codes describing
intraoperative peripheral ECMO
procedures (as discussed above) to Pre-
MDC MS-DRG 003 until claims data is
available to analyze their impact on
resource utilization.

Response: We appreciate the
commenters’ suggestion, however, as
discussed at the ICD-10 Coordination
and Maintenance Committee meeting
held on March 5-6, 2019, the request
(and subsequent finalization) for new
procedure codes describing the
intraoperative use of ECMO was
specifically to address those situations
in which the use of the ECMO was in
support of a surgical (O.R.) procedure
and the ECMO was discontinued at the
conclusion of the procedure. For
example, a patient who undergoes a
lung transplant and receives ECMO
support during the transplant procedure
and the ECMO is discontinued at the
conclusion of the lung transplant
procedure. In this scenario, it is the lung
transplant that is the surgical (O.R.)
procedure and case assignment to MS—
DRG 007 (Lung Transplant) by the
GROUPER logic is what is appropriately
reflected in the MedPAR claims data. As
stated in the proposed rule and in this
final rule, our annual process of
assigning new procedure codes to MDCs
and MS-DRGs, and designating a
procedure as an O.R. or non-O.R.
procedure involves review of the
predecessor procedure code assignment.
However, this process does not
automatically result in the new
procedure code being assigned to the
same MS-DRG as the predecessor code.
Consistent with our annual process of
reviewing the MS-DRGs, we will
continue to monitor cases to determine
if any additional adjustments are
warranted to account for changes in
resource consumption.

Comment: A few commenters
requested that CMS consider
reprocessing claims for cases reporting
procedure code 5A1522G or 5A1522H
in MS-DRGs 207, 291, 296 or 870 in FY
2019 as a result of the financial impact
it has had on providers and their belief
that the codes were inappropriately
classified. Specifically, commenters
questioned if CMS would permit acute
care hospitals to re-bill all FY 2019
ECMO cases under MS-DRG 003 to
recoup lost revenues.

Response: As previously discussed,
consistent with our annual process of
assigning new procedure codes to MDCs
and MS-DRGs, we reviewed the
predecessor procedure code
assignments, as well as other factors
relevant to the MS-DRG assignment. As
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discussed in the proposed rule, after
further consideration of these factors
and review of these cases, including the
data analysis described previously, CMS
proposed to change the assignment of
these cases beginning in FY 2020. As
such, and consistent with our general
approach to changes in MS-DRG
assignment, the finalized policy we are
adopting with regard to the assignment
of cases reporting peripheral ECMO
procedures is prospective, effective with
discharges beginning in FY 2020 and is
not applicable to discharges in FY 2019.
We also note that section 1886(d)(5)(A)
of the Act provides for Medicare
payments to Medicare-participating
hospitals in addition to the basic
prospective payments for cases
incurring extraordinarily high costs. To
qualify for outlier payments, a case must
have costs above a fixed-loss cost
threshold amount (a dollar amount by
which the costs of a case must exceed
payments in order to qualify for
outliers).

Comment: A commenter stated that
Tables 7A and 7B associated with the
proposed rule show a decline of the case
counts in Pre-MDC MS-DRG 003 from
Version 36 to Version 37 of the ICD-10
MS-DRG GROUPER (15,749 vs. 15,164).
The commenter stated that under the
current proposal to reassign cases
reporting peripheral ECMO procedures,
they would expect to see a shift in cases
to Pre-MDC MS-DRG 003 from MS—
DRGs 207, 291, 296, and 870 for the
cases reporting procedures for
peripheral ECMO. The commenter
requested that CMS revisit these tables
to provide insight and clarification
concerning a potential issue with the
surgical hierarchy given that the
peripheral ECMO procedure codes are
not recognized as O.R. procedures and
the Version 36 volume of cases is higher
than the Version 37 volume of cases
based on the data within these tables.

Response: We reviewed the cases
assigned to Pre-MDC MS-DRG 003 and
found that the majority of the reduction
in the case counts between Version 36
and Version 37 of the GROUPER was
attributable to the proposed change in
the designation of the ICD-10-PCS
procedure codes describing
bronchoalveolar lavage from O.R. to
non-O.R. status, which is discussed in
section II.LF.13.b.1. of the preamble of
this final rule. Since these procedures
were the only operating room procedure

reported for these cases, the proposed
change in the O.R. status of these codes
resulted in the reassignment or “‘shift”
of these cases reporting these
procedures from Pre-MDC MS-DRG 003
to Pre-MDC MS-DRG 004. As discussed
in section II.F.13.b.1, we are finalizing
this proposed change in designation for
these procedure codes, and therefore
Tables 7A and 7B associated with this
final rule reflect similar “‘shifts” in the
volume of cases reported to MS-DRG
003 between Version 36 and Version 37
of the GROUPER.

After consideration of the public
comments we received, we are
finalizing our proposal to reassign the
procedure codes describing peripheral
ECMO procedures from their current
MS-DRG assignments to Pre-MDC MS—
DRG 003 and maintain the designation
of the peripheral ECMO procedures as
non-0O.R. We are also finalizing our
proposal to make changes to the titles
for MS-DRGs 207, 291, 296, and 870 to
no longer reflect the “or Peripheral
Extracorporeal Membrane Oxygenation
(ECMO)” terminology in the title under
the ICD-10 MS-DRGs Version 37,
effective October 1, 2019.

b. Allogeneic Bone Marrow Transplant

As discussed in the FY 2020 IPPS/
LTCH PPS proposed rule (84 FR 19176),
we received a request to create new MS—
DRGs for cases that would identify
patients who undergo an allogeneic
hematopoietic cell transplant (HCT)
procedure. The requestor asked us to
split MS-DRG 014 (Allogeneic Bone
Marrow Transplant) into two new MS—
DRGs and assign cases to the
recommended new MS-DRGs according
to the donor source, with cases for
allogeneic related matched donor source
assigned to one MS-DRG and cases for
allogeneic unrelated matched donor
source assigned to the other MS-DRG.
The requestor stated that by creating
two new MS-DRGs for allogeneic
related and allogeneic unrelated donor
source, respectively, the MS-DRGs
would more appropriately recognize the
clinical characteristics and cost
differences in allogeneic HCT cases.

The requestor stated that allogeneic
related and allogeneic unrelated HCT
cases are clinically different and have
significantly different donor search and
cell acquisition charges. According to
the requestor, 70 percent of patients do
not have a matched sibling donor (that

is, an allogeneic related matched donor)
in their family. The requestor also stated
that this rate is higher for Medicare
beneficiaries. According to the
requestor, the current payment for
allogeneic HCT cases is inadequate and
affects patient’s access to care.

The requestor performed its own
analysis and stated that it found the
average costs for HCT cases reporting
revenue code 0815 (Stem cell
acquisition) alone or revenue code 0819
(Other organ acquisition) in
combination with revenue code 0815
with one of the ICD-10-PCS procedure
codes for allogeneic unrelated donor
source were significantly higher than
the average costs for HCT cases
reporting revenue code 0815 alone or
both revenue codes 0815 and 0819 in
combination with one of the ICD-10-
PCS procedure codes for allogeneic
related donor source. Further, the
requestor reported that, according to its
analysis, the average costs for HCT cases
reporting revenue code 0815 alone or
both revenue codes 0815 and 0819 in
combination with one of the ICD-10—
PCS procedure codes for unspecified
allogeneic donor source were also
significantly higher than the average
costs for HCT cases reporting the ICD—
10-PCS procedure codes for allogeneic
related donor source. The requestor
suggested that cases reporting the
unspecified donor source procedure
code are highly likely to represent
unrelated donors, and recommended
that, if the two new MS-DRGs are
created as suggested, the cases reporting
the procedure codes for unspecified
donor source be included in the
suggested new “unrelated donor” MS—
DRG. The requestor also suggested that
CMS apply a code edit through the
inpatient Medicare Code Editor (MCE),
similar to the edit in the Integrated
Outpatient Code Editor (I/OCE) which
requires reporting of revenue code 0815
on the claim with the appropriate
procedure code or the claim may be
subject to being returned to the
provider.

As noted in the proposed rule, the
ICD-10-PCS procedure codes assigned
to MS-DRG 014 that identify related,
unrelated and unspecified donor source
for an allogeneic HCT are shown in the
following table.

BILLING CODE 4120-01-P
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ICD-10-PCS
Code Code Description
30230G2 Transfusion of allogeneic related bone marrow into peripheral vein, open approach
30230G3 Transfusion of allogeneic unrelated bone marrow into peripheral vein, open approach
30230G4 Transfusion of allogeneic unspecified bone marrow into peripheral vein, open approach
30230X2 Transfusion of allogeneic related cord blood stem cells into peripheral vein, open approach
30230X3 Transfusion of allogeneic unrelated cord blood stem cells into peripheral vein, open approach
30230X4 Transfusion of allogeneic unspecified cord blood stem cells into peripheral vein, open approach
30230Y2 Transfusion of allogeneic related hematopoietic stem cells into peripheral vein, open approach
30230Y3 Transfusion of allogeneic unrelated hematopoietic stem cells into peripheral vein, open approach
30230Y4 Transfusion of allogeneic unspecified hematopoietic stem cells into peripheral vein, open approach
30233G2 Transfusion of allogeneic related bone marrow into peripheral vein, percutaneous approach
30233G3 Transfusion of allogeneic unrelated bone marrow into peripheral vein, percutaneous approach
30233G4 Transfusion of allogeneic unspecified bone marrow into peripheral vein, percutaneous approach
30233X2 Transfusion of allogeneic related cord blood stem cells into peripheral vein, percutaneous approach
30233X3 Transfusion of allogeneic unrelated cord blood stem cells into peripheral vein, percutaneous approach
30233X4 Transfusion of allogeneic unspecified cord blood stem cells into peripheral vein, percutaneous approach
30233Y2 Transfusion of allogeneic related hematopoietic stem cells into peripheral vein, percutaneous approach
30233Y3 Transfusion of allogeneic unrelated hematopoietic stem cells into peripheral vein, percutaneous approach
30233Y4 Transfusion of allogeneic unspecified hematopoietic stem cells into peripheral vein, percutaneous approach
30240G2 Transfusion of allogeneic related bone marrow into central vein, open approach
30240G3 Transfusion of allogeneic unrelated bone marrow into central vein, open approach
30240G4 Transfusion of allogeneic unspecified bone marrow into central vein, open approach
30240X2 Transfusion of allogeneic related cord blood stem cells into central vein, open approach
30240X3 Transfusion of allogeneic unrelated cord blood stem cells into central vein, open approach
30240X4 Transfusion of allogeneic unspecified cord blood stem cells into central vein, open approach
30240Y2 Transfusion of allogeneic related hematopoietic stem cells into central vein, open approach
30240Y3 Transfusion of allogeneic unrelated hematopoietic stem cells into central vein, open approach
30240Y4 Transfusion of allogeneic unspecified hematopoietic stem cells into central vein, open approach
30243G2 Transfusion of allogeneic related bone marrow into central vein, percutaneous approach
30243G3 Transfusion of allogeneic unrelated bone marrow into central vein, percutaneous approach
30243G4 Transfusion of allogeneic unspecified bone marrow into central vein, percutaneous approach
30243X2 Transfusion of allogeneic related cord blood stem cells into central vein, percutaneous approach
30243X3 Transfusion of allogeneic unrelated cord blood stem cells into central vein, percutaneous approach
30243X4 Transfusion of allogeneic unspecified cord blood stem cells into central vein, percutaneous approach
30243Y2 Transfusion of allogeneic related hematopoietic stem cells into central vein, percutaneous approach
30243Y3 Transfusion of allogeneic unrelated hematopoietic stem cells into central vein, percutaneous approach
30243Y4 Transfusion of allogeneic unspecified hematopoietic stem cells into central vein, percutaneous approach
30250G1 Transfusion of nonautologous bone marrow into peripheral artery, open approach
30250X1 Transfusion of nonautologous cord blood stem cells into peripheral artery, open approach
30250Y1 Transfusion of nonautologous hematopoietic stem cells into peripheral artery, open approach
30253G1 Transfusion of nonautologous bone marrow into peripheral artery, percutaneous approach
30253X1 Transfusion of nonautologous cord blood stem cells into peripheral artery, percutaneous approach
30253Y1 Transfusion of nonautologous hematopoietic stem cells into peripheral artery, percutaneous approach
30260G1 Transfusion of nonautologous bone marrow into central artery, open approach
30260X1 Transfusion of nonautologous cord blood stem cells into central artery, open approach
30260Y1 Transfusion of nonautologous hematopoietic stem cells into central artery, open approach
30263G1 Transfusion of nonautologous bone marrow into central artery, percutaneous approach
30263X1 Transfusion of nonautologous cord blood stem cells into central artery, percutaneous approach
30263Y1 Transfusion of nonautologous hematopoietic stem cells into central artery, percutaneous approach
As noted in the FY 2020 IPPS/LTCH 014 and identified the subset of cases unrelated donor source, and allogeneic
PPS proposed rule, we examined claims within MS-DRG 014 reporting HCT unspecified donor source,
data from the September 2018 update of procedure codes for allogeneic HCT respectively. Our findings are shown in

the FY 2018 MedPAR file for MS-DRG  related donor source, allogeneic HCT the following table.
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Average
Number | Length of Average
MS-DRG of Cases Stay Costs
MS-DRG 014-All cases 854 28.2 $91,446
MS-DRG 014—Cases reporting allogeneic HCT related donor source 292 29.5 $87,444
MS-DRG 014—Cases reporting allogeneic HCT unrelated donor source 466 27.9 $95.146
MS-DRG 014—Cases reporting allogeneic HCT unspecified donor source 90 26.2 $90,945

BILLING CODE 4120-01-C

The total number of cases reported in
MS-DRG 014 was 854, with an average
length of stay of 28.2 days and average
costs of $91,446. For the subset of cases
reporting procedure codes for allogeneic
HCT related donor source, there were a
total of 292 cases with an average length
of stay of 29.5 days and average costs of
$87,444. For the subset of cases
reporting procedure codes for allogeneic
HCT unrelated donor source, there was
a total of 466 cases with an average
length of stay of 27.9 days and average
costs of $95,146. For the subset of cases
reporting procedure codes for allogeneic
HCT unspecified donor source, there
was a total of 90 cases with an average
length of stay of 26.2 days and average
costs of $90,945.

We stated in the proposed rule that
based on the analysis described above,
the current MS—-DRG assignment for the
cases in MS-DRG 014 that identify
patients who undergo an allogeneic
HCT procedure, regardless of donor
source, appears appropriate. The data
analysis reflects that each subset of
cases reporting a procedure code for an
allogeneic HCT procedure (that is,
related, unrelated, or unspecified donor
source) has an average length of stay
and average costs that are comparable to
the average length of stay and average
costs of all cases in MS-DRG 014. We
also noted that, in deciding whether to
propose to make further modifications
to the MS-DRGs for particular
circumstances brought to our attention,
we do not consider the reported revenue
codes. Rather, as stated previously, 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 do this by
evaluating the ICD-10—-CM diagnosis
and/or ICD-10-PCS procedure codes
that identify the patient conditions,
procedures, and the relevant MS—
DRG(s) that are the subject of a request.
Specifically, we stated that, for this
request, as noted above, we analyzed the
cases reporting the ICD-10-PCS
procedure codes that identify an
allogeneic HCT procedure according to
the donor source. We then evaluated
patient care costs using average costs

and average lengths of stay (based on
the MedPAR data) and rely on the
judgment of our clinical advisors to
determine whether the patients are
clinically distinct or similar to other
patients represented in the MS-DRG.
We stated that because MS-DRG 014 is
defined by patients who undergo an
allogeneic HCT transplant procedure,
our clinical advisors state they are all
clinically similar in that regard. We also
noted that the ICD-10-PCS procedure
codes that describe an allogeneic HCT
procedure were revised effective
October 1, 2016 to uniquely identify the
donor source in response to a request
and proposal that was discussed at the
March 9-10, 2016 ICD-10 Coordination
and Maintenance Committee meeting.
We refer readers to the website at:
https://www.cms.gov/Medicare/Coding/
ICD9ProviderDiagnosticCodes/ICD-9-
CM-C-and-M-Meeting-Materials.html for
the committee meeting materials and
discussion regarding this proposal.

In the proposed rule, in response to
the requestor’s statement that allogeneic
related and allogeneic unrelated HCT
cases are clinically different and have
significantly different donor search and
cell acquisition charges, we stated that
our clinical advisors supported
maintaining the current structure for
MS-DRG 014 because they believe that
MS-DRG 014 appropriately classifies all
patients who undergo an allogeneic
HCT procedures and, therefore, it is
clinically coherent. While the requestor
stated that there are clinical differences
in the related and unrelated HCT cases,
they did not provide any specific
examples of these clinical differences.
With regard to the donor search and cell
acquisition charges, the requestor noted
that the unrelated donor cases are more
expensive than the related donor cases
because of the donor search process,
which includes a registry search to
identify the best donor source, extensive
donor screenings, evaluation, and cell
acquisition and transportation services
for the patient. The requestor appeared
to base that belief according to the
donor source and average charges
reported with revenue code 0815. As
noted in the proposed rule and above,
we use MedPAR data and do not
consider the reported revenue codes in
deciding whether to propose to make

further modifications to the MS—-DRGs.
Based on our analysis of claims data for
MS-DRG 014, our clinical advisors
stated that the resources are similar for
patients who undergo an allogeneic
HCT procedure regardless of the donor
source.

In reviewing this request, we also
reviewed the instructions on billing for
stem cell transplantation in Chapter 3 of
the Medicare Claims Processing Manual
and found that there appears to be
inadvertent duplication under Section
90.3.1 and Section 90.3.3 of Chapter 3,
as both sections provide instructions on
Billing for Stem Cell Transplantation.
Therefore, in the proposed rule, we
stated that we are further reviewing the
Medicare Claims Processing Manual to
identify potential revisions to address
this duplication. However, we also
noted that section 90.3.1 and section
90.3.3 provide different instruction
regarding which revenue code should be
reported. Section 90.3.1 instructs
providers to report revenue code 0815
and Section 90.3.3 instructs providers to
report revenue code 0819. We noted that
we issued instructions as a One-Time
Notification, Pub. No. 100-04,
Transmittal 3571, Change Request 9674,
effective January 1, 2017, which
instructs that the appropriate revenue
code to report on claims for allogeneic
stem cell acquisition/donor services is
revenue code 0815. Accordingly, in the
proposed rule, we stated that we also
are considering additional revisions as
needed to conform the instructions for
reporting these codes in the Medicare
Claims Processing Manual.

With regard to the requestor’s
recommendation that we create a new
code edit through the inpatient MCE
similar to the edit in the I/OCE which
requires reporting of revenue code 0815
on the claim, in the proposed rule we
noted that the MCE is not designed to
include revenue codes for claims editing
purposes. Rather, as stated in section
IL.F.16. of the preamble of this final rule,
it is a software program that detects and
reports errors in the coding of Medicare
claims data. The coding of Medicare
claims data refers to diagnosis and
procedure coding, as well as
demographic information.

For the reasons described above, in
the FY 2020 IPPS/LTCH PPS proposed
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rule, we did not propose to change the
current structure of MS—-DRG 014. In
addition, we did not propose to split
MS-DRG 014 into two new MS-DRGs
that assign cases according to whether
the allogeneic donor source is related or
unrelated, as the requestor suggested.

In addition, while conducting our
analysis of cases reporting ICD-10-PCS
procedure codes for allogeneic HCT
procedures that are assigned to MS—
DRG 014, in the proposed rule, we
noted that 8 procedure codes for
autologous HCT procedures are
currently included in MS-DRG 014, as
shown in the following table. We stated
that these codes are not properly
assigned because MS-DRG 014 is
defined by cases reporting allogenic
HCT procedures.

In the proposed rule, we stated that
the 8 ICD-10-PCS procedure codes for
autologous HCT procedures were
inadvertently included in MS-DRG 014
as a result of efforts to replicate the ICD—
9—-CM MS-DRGs. Under the ICD-9-CM
MS-DRGs, procedure code 41.06 (Cord
blood stem cell transplant) was used to
identify these procedures and was also
assigned to MS-DRG 014. As shown in
the ICD-9-CM code description, the
reference to “autologous” is not
included. However, because the ICD—
10-PCS autologous HCT procedure
codes were considered as plausible
translations of the ICD-9—-CM procedure
code (41.06), they were inadvertently
included in MS-DRG 014. We also
noted that, of these 8 procedure codes,
there are 4 procedure codes that
describe a transfusion via arterial

access. As noted in the proposed rule
and described in more detail below,
because a transfusion procedure always
uses venous access rather than arterial
access, these codes are considered
clinically invalid and were the subject
of a proposal discussed at the March 5—
6, 2019 ICD-10 Coordination and
Maintenance Committee meeting to
delete these codes effective October 1,
2019 (FY 2020).

The majority of ICD-10-PCS
procedure codes specifying autologous
HCT procedures are currently assigned
to MS-DRGs 016 and 017 (Autologous
Bone Marrow Transplant with CC/MCC
or T-cell Immunotherapy and
Autologous Bone Marrow Transplant
without CC/MCC, respectively). These
codes are listed in the following table.

ICD-10-PCS

Code Code Description
30230AZ Transfusion of embryonic stem cells into peripheral vein, open approach
30230G0 Transfusion of autologous bone marrow into peripheral vein, open approach
30230Y0 Transfusion of autologous hematopoietic stem cells into peripheral vein, open approach
30233A7Z Transfusion of embryonic stem cells into peripheral vein, percutaneous approach
30233G0 Transfusion of autologous bone marrow into peripheral vein, percutaneous approach
30233Y0 Transfusion of autologous hematopoietic stem cells into peripheral vein, percutaneous approach
30240AZ Transfusion of embryonic stem cells into central vein, open approach
30240G0 Transfusion of autologous bone marrow into central vein, open approach
30240Y0 Transfusion of autologous hematopoietic stem cells into central vein, open approach
30243AZ Transfusion of embryonic stem cells into central vein, percutaneous approach
30243G0 Transfusion of autologous bone marrow into central vein, percutaneous approach
30243Y0 Transfusion of autologous hematopoietic stem cells into central vein, percutaneous approach
30250G0 Transfusion of autologous bone marrow into peripheral artery, open approach
30250Y0 Transfusion of autologous hematopoietic stem cells into peripheral artery, open approach
30253G0 Transfusion of autologous bone marrow into peripheral artery, percutaneous approach
30253Y0 Transfusion of autologous hematopoietic stem cells into peripheral artery, percutaneous approach
30260G0 Transfusion of autologous bone marrow into central artery, open approach
30260Y0 Transfusion of autologous hematopoietic stem cells into central artery, open approach
30263G0 Transfusion of autologous bone marrow into central artery, percutaneous approach
30263Y0 Transfusion of autologous hematopoietic stem cells into central artery, percutaneous approach

We stated in the proposed rule that,
while we believe, as indicated, the cases
reporting ICD-10-PCS procedure codes
for autologous HCT procedures may be

improperly assigned to MS—DRG 014,
we also examined claims data for this
subset of cases to determine the
frequency with which they were

reported and the relative resource use as
compared with all cases assigned to
MS-DRGs 016 and 017. Our findings are
shown in the following table.

Number Average Average

MS-DRG of Cases | Length of Stay Costs
MS-DRG 014—Cases reporting autologous cord blood stem cell donor source 6 23.5 $38.319
MS-DRG 016-All cases 2,150 18 | $47.546
MS-DRG 017—All cases 104 11 $33.540

For the subset of cases in MS-DRG
014 reporting ICD-10-PCS codes for
autologous HCT procedures, there was a
total of 6 cases with an average length
of stay of 23.5 days and average costs of
$38,319. The total number of cases

reported in MS-DRG 016 was 2,150,
with an average length of stay of 18 days
and average costs of $47,546. The total
number of cases reported in MS-DRG
017 was 104, with an average length of

stay of 11 days and average costs of
$33,540.

As indicated in the FY 2020 IPPS/
LTCH PPS proposed rule, the results of
our analysis indicate that the frequency
with which these autologous HCT
procedure codes were reported in MS—
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DRG 014 is low and that average costs
of cases reporting autologous HCT
procedures assigned to MS-DRG 014 are
more aligned with the average costs of
cases assigned to MS—DRGs 016 and
017, with the average costs being lower
than the average costs for all cases
assigned to MS-DRG 016 and higher

than the average costs for all cases
assigned to MS-DRG 017. We further
stated in the proposed rule that our
clinical advisors also indicated that the
procedure codes for autologous HCT
procedures are more clinically aligned
with cases that are assigned to MS—
DRGs 016 and 017 that are comprised of

autologous HCT procedures. Therefore,
in the FY 2020 IPPS/LTCH PPS
proposed rule, we proposed to reassign
the following 4 procedure codes for
HCT procedures specifying autologous
cord blood stem cell as the donor source
via venous access to MS—DRGs 016 and
017 for FY 2020.

ICD-10-PCS Code Code Description

30230X0 Transfusion of autologous cord blood stem cells into peripheral vein, open approach
30233X0 Transfusion of autologous cord blood stem cells into peripheral vein, percutaneous approach
30240X0 Transfusion of autologous cord blood stem cells into central vein, open approach

43X0 Transfusion of autologous cord blood stem cells into central vein, percutaneous approach

As discussed in the proposed rule and
earlier in this section, the 4 procedure
codes for HCT procedures that describe
an autologous cord blood stem cell
transfusion via arterial access currently
assigned to MS-DRG 014, as listed
previously, are considered clinically
invalid. These procedure codes were
discussed at the March 5-6, 2019 ICD—
10 Coordination and Maintenance
Committee meeting, along with
additional procedure codes that are also
considered clinically invalid, as
described in the section below.

We stated in the proposed rule that
during our analysis of procedure codes
that describe a HCT procedure, we
identified 128 clinically invalid codes
from the transfusion table (table 302) in
the ICD-10-PCS classification
identifying a transfusion using arterial
access, as listed in Table 6P.1a.

associated with the proposed rule
(which is available via the internet on
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
AcutelnpatientPPS/index.html). As
shown in Table 6P.1a., these 128
procedure codes describe transfusion
procedures with body system/region
values “5” Peripheral Artery and “6”
Central Artery. Because a transfusion
procedure always uses venous access
rather than arterial access, these codes
are considered clinically invalid and
were proposed for deletion at the March
5-6, 2019 ICD-10 Coordination and
Maintenance Committee meeting. We
refer the reader to the website at:
https://www.cms.gov/Medicare/Coding/
ICD10/C-and-M-Meeting-Materials.html
for the Committee meeting materials
regarding this proposal.

As discussed in the proposed rule, we
examined claims data from the
September 2018 update of the FY 2018
MedPAR file for MS-DRGs 014, 016,
and 017 to determine if there were any
cases that reported one of the 128
clinically invalid codes from the
transfusion table in the ICD-10-PCS
classification identifying a transfusion
using arterial access, and as listed in
Table 6P.1a. associated with the
proposed rule. Our clinical advisors
agreed that because a transfusion
procedure always uses venous access
rather than arterial access, these codes
are considered invalid. We stated in the
proposed rule that because these
procedure codes describe clinically
invalid procedures, we would not
expect these codes to be reported in any
claims data. Our findings are shown in
the following table.

Number of Average Average

MS-DRG Cases Length of Stay Costs
MS-DRGs 014, 016, and 017-All cases 3,108 204 | $59,140
MS-DRGs 014, 016, and 017—Cases with invalid transfusion codes 31 19.6 $52,912

As shown in this table, we found a
total of 3,108 cases across MS—DRGs
014, 016, and 017 with an average
length of stay of 20.4 days and average
costs of $59,140. We found a total of 31
cases (0.9 percent) reporting a procedure
code for an invalid transfusion
procedure, identifying the body system/
region value “5” Peripheral Artery or
“6”’ Central Artery, with an average
length of stay of 19.6 days and average
costs of $52,912.

The results of the data analysis
demonstrate that these invalid
transfusion procedures represent
approximately 1 percent of all
discharges across MS-DRGs 014, 016,
and 017.

To summarize, in the FY 2020 IPPS/
LTCH PPS proposed rule, we proposed
to: (1) Reassign the four ICD-10-PCS

codes for HCT procedures specifying
autologous cord blood stem cell as the
donor source from MS-DRG 014 to MS—
DRGs 016 and 017 (procedure codes
30230X0, 30233X0, 30240X0, 30243X0);
and (2) delete the 128 clinically invalid
codes from the transfusion table in the
ICD-10-PCS Classification describing a
transfusion using arterial access that
were discussed at the March 5-6, 2019
ICD-10 Coordination and Maintenance
Committee meeting and listed in Table
6P.1a associated with the proposed rule.
As discussed previously, we did not
propose to split MS—DRG 014 into the
two requested new MS-DRGs that
would assign cases according to
whether the allogeneic donor source is
related or unrelated.

Comment: Commenters supported the
proposal to maintain the current

structure of MS-DRG 014. Commenters
also supported the proposals to (1)
reassign the four ICD-10-PCS codes for
HCT procedures specifying autologous
cord blood stem cell as the donor source
from MS-DRG 014 to MS—DRGs 016 and
017 (procedure codes 30230X0,
30233X0, 30240X0, 30243X0); and (2)
delete the 128 clinically invalid codes
from the transfusion table in the ICD—
10-PCS Classification. A commenter
specifically expressed their appreciation
with CMS’ diligence in ensuring the
clinical appropriateness of the ICD-10
codes. This commenter also requested
that CMS create an edit (similar to what
was implemented in the CY 2017
Hospital Outpatient Prospective
Payment System final rule, which states
outpatient claims assigned to C—-APC
5224 with CPT code 38240 must be
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reported with revenue code 0815, and if
that code is missing, the claim is
returned by an edit to the provider) for
inpatient claims utilizing ICD-10-PCS
codes and revenue code 0815.
According to the commenter, this would
better inform CMS future ratesetting and
reimbursement, as well as provide
access to the more robust data in
revenue code 0815 which the
commenter asserted would allow CMS
to do a meaningful analysis on the
differences between search and
procurement costs for related versus
unrelated transplants. The commenter
also recommended that CMS look at
bone marrow and stem cell transplant
services holistically and consider the
process that providers must follow in
order to correctly code and submit a
claim.

Response: We appreciate the
commenters’ support. With regard to the
recommendation that we create a new
code edit for ICD-10-PCS codes
reported with revenue code 0815 on the
claim, as we noted in the proposed rule,
the MCE is not designed to include
revenue codes for claims editing
purposes. Rather, as stated in section
ILF.16. of the preamble of this final rule,
it is a software program that detects and
reports errors in the coding of Medicare
claims data. In response to the
commenter’s recommendation that we
consider the process that providers must
follow in order to correctly code and
submit a claim, we note that, as stated
in the proposed rule, and above, we
issued instructions as a One-Time
Notification, Pub. No. 100-04,
Transmittal 3571, Change Request 9674,
effective January 1, 2017, which
instructs that the appropriate revenue
code to report on claims for allogeneic
stem cell acquisition/donor services is
revenue code 0815. As indicated, we are
considering additional revisions as
needed to conform the instructions for
reporting these codes in the Medicare
Claims Processing Manual.

After consideration of the public
comments we received, we are
finalizing our proposal to (1) reassign
the four ICD-10-PCS codes for HCT
procedures specifying autologous cord
blood stem cell as the donor source from
MS-DRG 014 to MS-DRGs 016 and 017
(procedure codes 30230X0, 30233X0,
30240X0, 30243X0); and (2) delete the
128 clinically invalid codes from the
transfusion table in the ICD-10-PCS
Classification and listed in Table 6P.1a
associated with the proposed rule and
this final rule (which is available via the
internet on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
AcutelnpatientPPS/index.html) under

the ICD-10 MS-DRGs Version 37,
effective October 1, 2019.

c. Chimeric Antigen Receptor (CAR) T-
Cell Therapies

As discussed in the FY 2020 IPPS/
LTCH PPS proposed rule (84 FR 19180),
we received a request to create a new
MS-DRG for procedures involving CAR
T-cell therapies. The requestor stated
that creation of a new MS-DRG would
improve payment for CAR T-cell
therapies in the inpatient setting.
According to the requestor, while cases
involving CAR T-cell therapy may now
be eligible for new technology add-on
payments and outlier payments, there
continue to be significant financial
losses by providers. The requestor also
suggested that CMS modify its existing
payment mechanisms to use a CCR of
1.0 for charges associated with CAR T-
cell therapy.

In addition, the requestor included
technical and operational suggestions
related to CAR T-cell therapy, such as
the development of unique CAR T-cell
therapy revenue and cost centers for
billing and cost reporting purposes. In
the proposed rule, we stated that we
will consider these technical and
operational suggestions in the
development of future billing and cost
reporting guidelines and instructions.

In the FY 2020 IPPS/LTCH PPS
proposed rule, we noted that, currently,
procedures involving CAR T-cell
therapies are identified with ICD-10-
PCS procedure codes XW033C3
(Introduction of engineered autologous
chimeric antigen receptor t-cell
immunotherapy into peripheral vein,
percutaneous approach, new technology
group 3) and XW043C3 (Introduction of
engineered autologous chimeric antigen
receptor t-cell immunotherapy into
central vein, percutaneous approach,
new technology group 3), which became
effective October 1, 2017. In the FY
2019 IPPS/LTCH PPS final rule, we
finalized our proposal to assign cases
reporting these ICD—10-PCS procedure
codes to Pre-MDC MS-DRG 016 for FY
2019 and to revise the title of this MS—
DRG to “Autologous Bone Marrow
Transplant with CC/MCC or T-cell
Immunotherapy”’. We refer readers to
section ILF.2.d. of the preamble of the
FY 2019 IPPS/LTCH PPS final rule for
a complete discussion of these final
policies (83 FR 41172 through 41174).

As stated in the proposed rule and
earlier, the current procedure codes for
CAR T-cell therapies both became
effective October 1, 2017. In the FY
2019 IPPS/LTCH PPS final rule (83 FR
41172 through 41174), we indicated we
should collect more comprehensive
clinical and cost data before considering

assignment of a new MS-DRG to these
therapies. We stated in the FY 2020
IPPS/LTCH PPS proposed rule that,
while the September 2018 update of the
FY 2018 MedPAR data file does contain
some claims that include those
procedure codes that identify CAR T-
cell therapies, the number of cases is
limited, and the submitted costs vary
widely due to differences in provider
billing and charging practices for this
therapy. Therefore, while these claims
could potentially be used to create
relative weights for a new MS-DRG, we
stated that we do not have the
comprehensive clinical and cost data
that we generally believe are needed to
do so. Furthermore, we stated in the
proposed rule that given the relative
newness of CAR T-cell therapy and our
proposal to continue new technology
add-on payments for FY 2020 for the
two CAR T-cell therapies that currently
have FDA approval (KYMRIAH™ and
YESCARTATM), as discussed in section
I1.G.4.d. of the preamble of the proposed
rule and this final rule, at this time we
believe it may be premature to consider
creation of a new MS-DRG specifically
for cases involving CAR T-cell therapy
for FY 2020.

Therefore, we did not propose to
modify the current MS-DRG assignment
for cases reporting CAR T-cell therapies
for FY 2020. We noted that cases
reporting ICD-10-PCS codes XW033C3
and XW043C3 would continue to be
eligible to receive new technology add-
on payments for discharges occurring in
FY 2020 if our proposal to continue
such payments is finalized. We stated
that currently, we expect that, in future
years, we would have additional data
that exhibit more stability and greater
consistency in charging and billing
practices that could be used to evaluate
the potential creation of a new MS-DRG
specifically for cases involving CAR T-
cell therapies.

Comment: Several commenters
supported our proposal not to modify
the current MS-DRG assignment for
cases reporting CAR T-cell therapies for
FY 2020, stating that CMS should wait
until more clinical and cost data are
available. Commenters indicated that
CMS should wait until claims are coded
and billed in a uniform manner so that
consistent and accurate claims data is
available for rate-setting. MedPAC also
stated that incorporating new
technologies into the Medicare program
by using an existing MS-DRG in
conjunction with new technology add-
on payments and outlier payments has
created incentives for efficiency and
risk-sharing between providers and the
Medicare program.
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Response: We appreciate the
commenters’ support for our proposal
and agree that incorporating new
technologies into the Medicare program
by using an existing MS-DRG in
conjunction with new technology add-
on payments, and outlier payments if
applicable, is consistent with our
policies regarding how new
technologies are incorporated into the
IPPS.

Comment: Several other commenters
encouraged CMS to develop a new MS—
DRG for cases reporting CAR T-cell
therapies for FY 2020 in order to
adequately cover the costs of treatment
and so as not to dis-incentivize
hospitals from providing CAR T-cell
therapies due to inadequate
reimbursement. Most of these
commenters recommended alternative
payment approaches for the CAR T-cell
product if a new MS-DRG were created.

A commenter stated that claims
analyses from the FY 2019 IPPS/LTCH
PPS proposed rule for the KYMRIAH™
and YESCARTAT™ new technology add-
on payment applications found a
significant number of patients who may
be eligible for use of these therapies,
which may be reflective of the potential
growth of these therapies in the future.
The commenter also stated that
according to the FY 2018 MEDPAR
update, other pre-MDC MS-DRGs
contain fewer cases than the 386 CAR T-
cell discharges that CMS estimated
would qualify for new technology add-
on payments. The commenter stated
that this suggests that there are enough
cases for CAR T-cell therapies to be
considered for their own MS-DRG
assignment. Another commenter stated
that in the FY 2019 IPPS/LTCH PPS
proposed rule, CMS expressed concern
about the potential redistributive effects
away from core hospital services over
time toward specialized hospitals and
how that may affect payment for core
services if a new MS-DRG is created.
The commenter stated they shared these
concerns; however, believed they are
mitigated to the extent that CMS creates
a new MS-DRG during a time when the
volume of CAR T-cell cases is very low.
They also noted the technology will
likely become less expensive, not more
expensive over time, as commonly
occurs with expensive new
technologies. The commenter urged
CMS to create a new MS-DRG specific
to CAR T-cell cases for use in FY 2020.
The commenter expressed concern that
if CMS waits to make an MS-DRG
change at a time when volume is higher,
but before the CAR T-cell cases have
become less expensive, the CAR T-cell
cases will draw a higher amount of

additional payments at the expense of
all other cases.

Response: As discussed in the
proposed rule, we continue to believe
that we do not have the comprehensive
clinical and cost data that we generally
believe is needed to create a new MS—
DRG. As stated earlier, we also continue
to believe that incorporating new
technologies into the Medicare program
by using an existing MS-DRG in
conjunction with new technology add-
on payments, and outlier payments if
applicable, is consistent with our
policies regarding how new
technologies are incorporated into the
IPPS. We note that we address
additional comments relating to the
creation of a separate MS-DRG,
including potential payment
approaches, in the discussion of
alternative payment for CAR T-cell
therapy cases that follows.

With respect to the number of cases,
we note that the new technology add-on
payment estimate is a projection of
future cases. Our standard practice in
determining whether to create a new
MS-DRG is to examine the number of
cases, and the clinical and cost
characteristics of those cases in the
historical claims data. We do not have
the clinical and cost data about these
projected future FY 2020 cases available
at this time.

With respect to the commenter who
expressed concern that waiting to create
a new MS-DRG would draw a higher
amount of additional payments at the
expense of all other cases, we are
unclear as to the specific concern being
raised by the commenter. 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. Since
the relative weight is recalculated each
year, the implications for the payments
for other cases do not differ based on
when a new MS-DRG is created.

Therefore, after consideration of the
comments we received, and for the
reasons discussed, we are finalizing our
proposal not to modify the MS-DRG
assignment for cases reporting CAR-T
cell therapies for F'Y 2020. As noted
previously, we address additional
comments we received relating to the
creation of any potential new MS-DRG,
including payment under any such MS-
DRG, in the discussion that follows.

As part of our solicitation of public
comment on the potential creation of a
new MS-DRG for CAR-T cell therapy
procedures, in the proposed rule we
also invited comment on the most
appropriate way to develop the relative
weight if we were to finalize the
creation of a new MS-DRG in future

rulemaking. We stated that, while the
data are limited, it may be operationally
possible to create a relative weight by
dividing the average costs of cases that
include the CAR T-cell procedures by
the average costs of all cases, consistent
with our current methodology for
setting the relative weights for FY 2020
and using the same applicable data
sources used for other MS—-DRGs (for FY
2020, the FY 2018 MedPAR data and FY
2016 HCRIS data). We invited public
comments on whether this is the most
accurate method for determining the
relative weight, given the current
variation in the claims data for these
procedures, and also on how to address
the significant number of cases
involving clinical trials. We stated in
the proposed rule that, while we do not
typically exclude cases in clinical trials
when developing the relative weights,
in this case, the absence of the drug
costs on claims for cases involving
clinical trial claims could have a
significant impact on the relative
weight. We also stated that it is unclear
whether a relative weight calculated
using cases for which hospitals do and
do not incur drug costs would
accurately reflect the resource costs of
caring for patients who are not involved
in clinical trials. We stated that a
different approach might be to develop
a relative weight using an appropriate
portion of the average sales price (ASP)
for these drugs as an alternative way to
reflect the costs involved in treating
patients receiving CAR T-cell therapies.
We requested public comments on these
approaches or other approaches for
setting the relative weight if we were to
finalize a new MS-DRG. We noted that
any such new MS-DRG would be
established in a budget neutral manner,
consistent with section 1886(d)(4)(C)(iii)
of the Act, which specifies that the
annual DRG reclassification and
recalibration of the relative weights
must be made in a manner that ensures
that aggregate payments to hospitals are
not affected.

Comment: We received many
comments on the most appropriate way
to develop the relative weight and
modify rate setting trims if we were to
finalize the creation of a new MS-DRG,
including different ways to determine
the cost of the CAR T-cell therapy
product, such as the use of Average
Sales Price data or acquisition cost data,
and technical comments on claims
inclusion and exclusion criteria related
to clinical trials.

Response: As discussed previously in
this section, we are finalizing our
proposal not to modify the MS-DRG
assignment for cases reporting CAR-T
cell therapies for FY 2020. We will
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consider these comments in connection
with any future rulemaking relating to
the MS-DRG assignment for the CAR—
T cell therapy cases.

As discussed further in section I1.G.7.
of the preamble to the proposed rule, we
also requested public comment on
payment alternatives for CAR T-cell
cases, including eliminating the use of
the CCR in calculating the new
technology add-on payment for
KYMRIAH® and YESCARTA® by
making a uniform add-on payment that
equals the proposed maximum add-on
payment. We also requested public
comments on whether we should
consider utilizing a specific CCR for
ICD-10-PCS procedure codes used to
report the performance of procedures
involving the use of CAR T-cell
therapies; for example, a CCR of 1.0,
when determining outlier payments,
when determining the new technology
add-on payments, and when
determining payments to IPPS-excluded
cancer hospitals for CAR T-cell
therapies.

We invited public comments on how
payment alternatives for CAR T-cell
therapy would affect access to care, as
well as how they would affect
incentives to encourage lower drug
prices, which is a high priority for this
Administration. As discussed in the FY
2019 IPPS/LTCH PPS final rule (83 FR
41172 through 41174) and the FY 2020
IPPS/LTCH PPS proposed rule (84 FR
19279), we are considering approaches
and authorities to encourage value-
based care and lower drug prices. We
solicited public comments on how the
effective dates of any potential payment
methodology alternatives, if any were to
be adopted, may intersect and affect
future participation in any such
alternative approaches.

Comment: Some commenters
indicated that CMS should pay for CAR
T-cell therapy products based on the
Average Sales Price. Some commenters
noted that CMS pays for hemophilia
blood clotting factors in this manner. A
commenter recognized that payment for
blood clotting factors in this manner
was established by statute, but
suggested that CMS may have the
statutory authority to pay using this
approach, or CMS could seek statutory
authority from Congress. Another
commenter urged CMS to pay for CAR
T-cell therapies at Wholesale
Acquisition Cost (WAC) plus six
percent. Some commenters suggested
that CMS require hospitals to submit on
the claim the particular CAR T-cell
product’s NDC code. Other commenters
stated given the similarity of CAR T-cell
therapies to solid organ transplants, in
that they are high-cost, low-volume

services, CMS should pay for CAR T-
cell therapies on a reasonable cost basis.
Some commenters indicated that CMS
should require providers to report value
code 86, the actual invoice/acquisition
cost, on their claims and include the
actual product acquisition cost on the
claim for payment purposes.

Several commenters suggested that
CMS adopt a CCR of 1.0 for CAR T-cell
products for all payment purposes,
including new technology add-on
payments, outlier payments, and
payments to IPPS-excluded cancer
hospitals. These commenters stated that
utilizing a CCR of 1.0 will ensure
uniformity among providers, many of
whom are currently marking up the
CAR-T charge, which impacts CMS’
ability to analyze claims data that are
critical for rate setting. These
commenters also stated that they believe
the use of a CCR of 1.0 would ensure
consistent billing practices and payment
that would be mutually beneficial for
CMS and providers, including
eliminating the need for providers to
mark-up the CAR T-cell product cost.
MedPAC expressed concern about using
a CCR of 1.0, which would presume the
hospitals charged their actual costs
despite what it stated was the clear
financial incentive to increase charges.
MedPAC also expressed concern that
this could set a precedent for other
items going forward, and instead
recommended the use of a lagged ASP
based payment. Another commenter
stated that using a CCR of 1.0 is a
radical departure from previous
payment methods and CMS should
carefully consider possible issues that
may result.

Many commenters requested
structural changes in new technology
add-on payments for the drug therapy,
including the use of a uniform add-on
payment. Many commenters also
requested a higher new technology add-
on payment percentage for CAR T-cell
therapy products, up to 100 percent,
rather than our proposed 65 percent for
all new technologies, indicating that the
proposed 65 percent would result in
inadequate payment.

Some commenters suggested that
CMS develop and release for comment
an outcomes-based payment model for
CAR T-cell therapy payments in the
future and encouraged CMS to consider
a payment alternative for CAR T-cell
therapy under which CMS would test a
new payment model through the
Innovation Center and would pay for
these technologies based on outcome
and value rather than service.

Response: After a review of the
comments received, we continue to
believe, similar to last year, that given

the relative newness of CAR T-cell
therapy, and our continued
consideration of approaches and
authorities to encourage value-based
care and lower drug prices, it would be
premature to adopt structural changes to
our existing payment mechanisms,
either under the IPPS or for IPPS-
excluded cancer hospitals, specifically
for CAR T-cell therapy. For these
reasons, we disagree with the
commenters’ requested changes to our
current payment mechanisms for FY
2020, including, but not limited to, the
creation of a pass-through payment;
structural changes in new technology
add-on payments and/or a differentially
higher new technology add-on payment
percentage specifically for CAR T-cell
products, and changes in the usual cost-
to-charge ratios (CCRs) used in
ratesetting and payment, including
those used in determining new
technology add-on payments, outlier
payments, and payments to IPPS
excluded cancer hospitals. However, as
discussed elsewhere in this final rule,
we are finalizing a maximum new
technology add-on payment percentage
of 65 percent of the costs of the new
technology for FY 2020, a 30 percent
((0.65/0.50)-1) increase from the current
50 percent. This increase to 65 percent
will apply to all approved new
technologies (except products
designated by the FDA as a Qualified
Infectious Disease Products, for which
the maximum add-on amount will be 75
percent of the costs of the new
technology), including CAR T-cell
therapy products.

We stated in the proposed rule that
another potential consideration if we
were to create a new MS-DRG is the
extent to which it would be appropriate
to geographically adjust the payment
under any such new MS-DRG. Under
the methodology for determining the
Federal payment rate for operating costs
under the IPPS, the labor-related
proportion of the national standardized
amounts is adjusted by the wage index
to reflect the relative differences in labor
costs among geographic areas. The IPPS
Federal payment rate for operating costs
is calculated as the MS—-DRG relative
weight x [(labor-related applicable
standardized amount x applicable wage
index) + (nonlabor-related applicable
standardized amount X cost-of-living
adjustment)]. Given our understanding
that the costs for CAR T-cell therapy
drugs do not vary among geographic
areas, and given that costs for CAR T-
cell therapy would likely be an
extremely high portion of the costs for
the MS-DRG, in the proposed rule we
invited public comments on whether we
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should not geographically adjust the
payment for cases assigned to any
potential new MS-DRG for CAR-T cell
therapy procedures. We also invited
public comments on whether to instead
apply the geographic adjustment to a
lower proportion of payments under any
potential new MS-DRG and, if so, how
that lower proportion should be
determined. We noted that while the
prices of other drugs may also not vary
significantly among geographic areas,
generally speaking, those other drugs
would not have estimated costs as high
as those of CAR T-cell therapies, nor
would they represent as significant a
percentage of the average costs for the
case. We invited public comments on
the use of our exceptions and
adjustments authority under section
1886(d)(5)(I) of the Act (or other
relevant authorities) to implement any
such potential changes.

Comment: Some commenters stated
that CMS should include adjustments
for the wage index in a potential future
MS-DRG for CAR T-cell therapies,
including commenters that expressed
concern that not applying the wage
index would increase provider losses on
these services. Some commenters stated
that they did not believe CMS had the
statutory flexibility to selectively apply
the wage index. Many other commenters
stated that CMS should not apply the
wage index to the cost of the drug, as
the cost does not vary by location, and
hospitals with a wage index greater than
1 would be overpaid for the drug, while
hospitals with a wage index less than 1
would be underpaid.

Response: We appreciate the
commenters’ input on the application of
the wage index to a potential future
MS-DRG for CAR T-cell therapies. We
will consider these comments should
we develop a proposed MS-DRG for
CAR T-cell therapies in the future.

As discussed in the proposed rule,
section 1886(d)(5)(B) of the Act provides
that prospective payment hospitals that
have residents in an approved graduate
medical education (GME) program
receive an additional payment for a
Medicare discharge to reflect the higher
patient care costs of teaching hospitals
relative to nonteaching hospitals. The
regulations regarding the calculation of
this additional payment, known as the
indirect medical education (IME)
adjustment, are located at 42 CFR
412.105. The formula is traditionally
described in terms of a certain
percentage increase in payment for
every 10-percent increase in the
resident-to-bed ratio. For some
hospitals, this percentage increase can
exceed an additional 25 percent or more
of the otherwise applicable payment.

Some hospitals, sometimes the same
hospitals, can also receive a large
percentage increase in payments due to
the Medicare disproportionate hospital
(DSH) adjustment provision under
section 1886(d)(5)(F) of the Act. The
regulations regarding the calculation of
the additional DSH payment are located
at 42 CFR 412.106.

In the proposed rule we stated that,
given that the payment for cases
assigned to a new MS-DRG for CAR T-
cell therapy could significantly exceed
the historical payment for any existing
MS-DRG, these percentage add-on
payments could arguably result in
unreasonably high additional payments
for CAR T-cell therapy cases unrelated
in any significant empirical way to the
costs of the hospital in providing care.
For example, consider a teaching
hospital that has an IME adjustment
factor of 0.25, and a DSH adjustment
factor of 0.10. If we were to create a new
MS-DRG for CAR T-cell therapy
procedures that resulted in an average
IPPS Federal payment rate for operating
costs of $400,000, under the current
payment mechanism, the hospital
would receive an IME payment of
$100,000 ($400,000 x 0.25) and a DSH
payment of $40,000 ($400,000 x 0.10),
such that the total IPPS Federal
payment rate for operating costs
including IME and DSH payments
would be $540,000 ($400,000 +
$100,000 + $40,000). We invited public
comments on whether the IME and DSH
payments should not be made for cases
assigned to any new MS-DRG for CAR
T-cell therapy. We also invited public
comments on whether we should
instead reduce the applicable
percentages used to determine these
add-ons and, if so, how those lower
percentages should be determined. We
invited public comments on the use of
our exceptions and adjustments
authority under section 1886(d)(5)(I) of
the Act (or other relevant authorities) to
implement any potential changes.

Comment: Several commenters stated
that CMS should include adjustments
for DSH and IME in a potential future
MS-DRG for CAR T-cell therapies (as
described below); some commenters
stated that they did not believe CMS
had the statutory flexibility to
selectively apply these adjustments.
Commenters also expressed concern
that not applying these adjustments
would increases provider losses on
these services. Several commenters
stated that the IME adjustment is not
based on a requirement that the costs for
each service at a teaching hospital are
greater than at a non-teaching hospital,
but is instead due to the recognition that
overall the costs are greater. A

commenter stated that teaching
hospitals are under considerable
financial strain, that they will
disproportionately shoulder the burdens
of new, higher cost services, and that
CMS should consider these costs and
burdens before determining that the IME
adjustment to CAR T-cell therapy cases
would result in a payment that is too
high. This commenter also stated that
hospitals that receive DSH payments are
less profitable than hospitals serving
better-insured populations. Therefore,
in order for these hospitals to access
expensive new technologies, they need
to receive a level of reimbursement that
can support these services.

Many commenters stated that CMS
should not apply the DSH and IME
adjustments to the entire MS-DRG
payment for CAR T-cell therapy cases,
as this would result in a higher than
appropriate payment. Several of these
commenters also suggested that CMS
consider “carving out” payment for
CAR T-cell therapy cases to avoid this
problem.

Response: We appreciate the
commenters’ input on the application of
the DSH and IME adjustments to a
potential future MS—DRG for CAR T-cell
therapies. We will consider these
comments should we develop a
proposed MS-DRG for CAR T-cell
therapies in the future.

3. MDC 1 (Diseases and Disorders of the
Nervous System): Carotid Artery Stent
Procedures

The logic for case assignment to MS—
DRGs 034, 035, and 036 (Carotid Artery
Stent Procedures with MCC, with CC,
and without CC/MCC, respectively) as
displayed in the ICD-10 MS-DRG
Version 36 Definitions Manual (which is
available via the internet on the CMS
website at: https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/MS-DRG-
Classifications-and-Software.html) is
comprised of two lists of logic that
include procedure codes for operating
room (O.R.) procedures involving
dilation of a carotid artery (common,
internal or external) with intraluminal
device(s). The first list of logic is
entitled “Operating Room Procedures”
and the second list of logic is entitled
“Operating Room Procedures with
Operating Room Procedures”. In the FY
2020 IPPS/LTCH PPS proposed rule, we
identified 46 ICD—10-PCS procedure
codes in the second logic list that do not
describe dilation of a carotid artery with
an intraluminal device. Of these 46
procedure codes, we identified 24 codes
describing dilation of a carotid artery
without an intraluminal device; 8 codes
describing dilation of the vertebral
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artery; and 14 codes describing dilation  of a vein (jugular, vertebral and face), as
shown in the following table.
BILLING CODE 4120-01-P

ICD-10 PCS Codes That Involve Dilation of a Neck Artery or Vein
With and Without an Intraluminal Device

ICD-10-PCS

Code Code Description
037H3Z6 Dilation of right common carotid artery, bifurcation, percutaneous approach
037H3ZZ Dilation of right common carotid artery, percutaneous approach
037H4Z6 Dilation of right common carotid artery, bifurcation, percutaneous endoscopic approach
037H4ZZ Dilation of right common carotid artery, percutaneous endoscopic approach
037J3Z6 Dilation of left common carotid artery, bifurcation, percutaneous approach
0371327 Dilation of left common carotid artery, percutaneous approach
037J4Z6 Dilation of left common carotid artery, bifurcation, percutaneous endoscopic approach
037J472Z Dilation of left common carotid artery, percutaneous endoscopic approach
037K3Z6 Dilation of right internal carotid artery, bifurcation, percutaneous approach
037K3ZZ Dilation of right internal carotid artery, percutaneous approach
037K4Z6 Dilation of right internal carotid artery, bifurcation, percutaneous endoscopic approach
037K4Z7Z Dilation of right internal carotid artery, percutaneous endoscopic approach
037L3Z6 Dilation of left internal carotid artery, bifurcation, percutaneous approach
037L3ZZ Dilation of left internal carotid artery, percutaneous approach
037L4Z6 Dilation of left internal carotid artery, bifurcation, percutaneous endoscopic approach
03714727 Dilation of left internal carotid artery, percutaneous endoscopic approach
037M3Z6 Dilation of right external carotid artery, bifurcation, percutaneous approach
037M372Z Dilation of right external carotid artery, percutaneous approach
037M4Z6 Dilation of right external carotid artery, bifurcation, percutaneous endoscopic approach
037M4zZ Dilation of right external carotid artery, percutaneous endoscopic approach
037N3Z6 Dilation of left external carotid artery, bifurcation, percutaneous approach
037N3ZZ Dilation of left external carotid artery, percutaneous approach
037N4Z6 Dilation of left external carotid artery, bifurcation, percutaneous endoscopic approach
037N4ZZ Dilation of left external carotid artery, percutaneous endoscopic approach
037P3Z6 Dilation of right vertebral artery, bifurcation, percutaneous approach
037P3ZZ Dilation of right vertebral artery, percutaneous approach
037P4Z6 Dilation of right vertebral artery, bifurcation, percutaneous endoscopic approach
037P4ZZ Dilation of right vertebral artery, percutaneous endoscopic approach
037Q376 Dilation of left vertebral artery, bifurcation, percutaneous approach
037Q3ZZ Dilation of left vertebral artery, percutaneous approach
037Q4Z6 Dilation of left vertebral artery, bifurcation, percutaneous endoscopic approach
037Q4Z7Z Dilation of left vertebral artery, percutaneous endoscopic approach
057M3DZ Dilation of right internal jugular vein with intraluminal device, percutaneous approach
057M4DZ Dilation of right internal jugular vein with intraluminal device, percutaneous endoscopic approach
057N3DZ Dilation of left internal jugular vein with intraluminal device, percutaneous approach
057N4DZ Dilation of left internal jugular vein with intraluminal device, percutaneous endoscopic approach
057P3DZ Dilation of right external jugular vein with intraluminal device, percutaneous approach
057P4DZ Dilation of right external jugular vein with intraluminal device, percutaneous endoscopic approach
057Q3DZ Dilation of left external jugular vein with intraluminal device, percutaneous approach
057Q4DZ Dilation of left external jugular vein with intraluminal device, percutaneous endoscopic approach
057R3DZ Dilation of left vertebral vein with intraluminal device, percutaneous approach
057R4DZ Dilation of right vertebral vein with intraluminal device, percutaneous endoscopic approach
057S3DZ Dilation of left vertebral vein with intraluminal device, percutaneous approach
05784DZ Dilation of left vertebral vein with intraluminal device, percutaneous endoscopic approach
057T3DZ Dilation of right face vein with intraluminal device, percutaneous approach
057T4DZ Dilation of right face vein with intraluminal device, percutaneous endoscopic approach

BILLING CODE 4120-01-C and 036 and identified cases reporting ~ above. Our findings are shown in the
We examined claims data from the any one of the 46 ICD-10-PCS following table.

September 2018 update of the FY 2018 procedure codes listed in the tables
MedPAR file for MS—-DRGs 034, 035,
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MS-DRGs for Carotid Artery Stent Procedures
Number Average Average
MS-DRG of Cases | Length of Costs
Stay

MS-DRG 034--All cases 863 6.8 $27,600
MS-DRG 034--Cases with procedure code other than
dilation of a carotid artery with an intraluminal device 15 8.8 $36,596
MS-DRG 035--All cases 2,369 3 $16,731
MS-DRG 035--Cases with procedure code other than
dilation of a carotid artery with an intraluminal device 52 3.5 $17,815
MS-DRG 036--All cases 3,481 1.4 $12,637
MS-DRG 036--Cases with procedure code other than
dilation of a carotid artery with an intraluminal device 67 1.4 $12,621

As shown in the table above, we
found a total of 863 cases with an
average length of stay of 6.8 days and
average costs of $27,600 in MS-DRG
034. There were 15 cases reporting at
least one of the 46 procedure codes that
do not describe dilation of the carotid
artery with an intraluminal device in
MS-DRG 034 with an average length of
stay of 8.8 days and average costs of
$36,596. For MS—DRG 035, we found a
total of 2,369 cases with an average
length of stay of 3 days and average
costs of $16,731. There were 52 cases
reporting at least one of the 46
procedure codes that do not describe
dilation of the carotid artery with an
intraluminal device in MS-DRG 035
with an average length of stay of 3.5

days and average costs of $17,815. For
MS-DRG 036, we found a total of 3,481
cases with an average length of stay of
1.4 days and average costs of $12,637.
There were 67 cases reporting at least
one of the 46 procedure codes that do
not describe dilation of the carotid
artery with an intraluminal device in
MS-DRG 036 with an average length of
stay of 1.4 days and average costs of
$12,621.

In the proposed rule, we noted that
our clinical advisors stated that MS—
DRGs 034, 035, and 036 are defined to
include only those procedure codes that
describe procedures that involve
dilation of a carotid artery with an
intraluminal device. Therefore, we
proposed to remove the procedure codes

listed in the table above from MS-DRGs
034, 035, and 036 that describe
procedures which (1) do not include an
intraluminal device; (2) describe
procedures performed on arteries other
than a carotid; and (3) describe
procedures performed on a vein.

We also indicated in the proposed
rule that the 46 ICD—10-PCS procedure
codes listed in the table above are also
assigned to MS-DRGs 037, 038, and 039
(Extracranial Procedures with MCC,
with CC, and without CC/MCC,
respectively). Therefore, we also
examined claims data from the
September 2018 update of the FY 2018
MedPAR file for MS-DRGs 037, 038,
and 039. Our findings are shown in the
following table.

MS-DRGs for Extracranial Procedures
Average
Number of Length of Average
MS-DRG Cases Stay Costs
MS-DRG 037--All cases 3,612 7.1 $23,703
MS-DRG 038--All cases 11,406 3.1 $12,480
MS-DRG 039-All cases 22,938 1.5 $8,400

We found a total of 3,612 cases in
MS-DRG 037 with an average length of
stay of 7.1 days and average costs of
$23,703. We found a total of 11,406
cases in MS-DRG 038 with an average
length of stay of 3.1 days and average
costs of $12,480. We found a total of
22,938 cases in MS-DRG 039 with an
average length of stay of 1.5 days and
average costs of $8,400.

In the proposed rule, we stated that
during our review of claims data for
MS-DRGs 037, 038, and 039, we also
discovered 96 ICD-10-PCS procedure
codes describing dilation of a carotid
artery with an intraluminal device that
were inadvertently included as a result
of efforts to replicate the ICD-9 based
MS-DRGs. These procedure codes are

also included in the logic for MS—-DRGs
034, 035, and 036. Under ICD-9-CM,
procedure codes 00.61 (Percutaneous
angioplasty of extracranial vessel(s)) and
00.63 (Percutaneous insertion of carotid
artery stent(s)) are both required to be
reported on a claim to identify that a
carotid artery stent procedure was
performed and for assignment of the
case to MS-DRGs 034, 035, and 036.
Procedure code 00.61 is designated as
an O.R. procedure, while procedure
code 00.63 is designated as a non-O.R.
procedure. Under ICD-10-PCS, a
carotid artery stent procedure is
described by one unique code that
includes both clinical concepts of the
angioplasty (dilation) and the insertion

of the stent (intraluminal device). This
“combination code” under ICD-10-PCS
is designated as an O.R. procedure.
Under ICD-9—-CM, procedure code 00.61
reported in the absence of procedure
code 00.63 results in assignment to MS—
DRGs 037, 038, and 039 according to the
MS-DRG logic because procedure code
00.61 has an inclusion term for vertebral
vessels, as well as for the carotid
vessels. Therefore, when all of the
comparable translations of procedure
code 00.61 as an O.R. procedure were
replicated from the ICD-9 based MS—
DRGs to the ICD-10 based MS-DRGs,
this replication inadvertently results in
the assignment of ICD-10-PCS
procedure codes that identify and



42078

Federal Register/Vol. 84, No. 159/Friday, August 16, 2019/Rules and Regulations

describe a carotid artery stent procedure
to MS-DRGs 037, 038, and 039.
Therefore, we proposed to remove the
96 ICD-10-PCS procedure codes
describing dilation of a carotid artery
with an intraluminal device from MS-
DRGs 037, 038, and 039.

We also found 6 procedure codes
describing dilation of a carotid artery
with an intraluminal device in MS-
DRGs 037, 038, and 039 that are not
currently assigned to MS-DRGs 034,
035, and 036. In the proposed rule, we
stated that our clinical advisors
recommended that these 6 procedure
codes be reassigned from MS-DRGs 037,
038, and 039 to MS-DRGs 034, 035, and
036 because the 6 procedure codes are
consistent with the other procedures
describing dilation of a carotid artery
with an intraluminal device that are
currently assigned to MS-DRGs 034,
035, and 036. We refer readers to Table
6P.1b. associated with the proposed rule
(which is available via the internet on
the CMS website at: http://
www.cms.hhs.gov/Medicare/Medicare-
Fee-for-Service-Payment/
AcutelnpatientPPS/index.html) for the
complete list of procedure codes that we
proposed to remove from MS-DRGs
037, 038, and 039.

We also noted that, as discussed in
the proposed rule and section II.F.14.f.
of the preamble of this final rule, we are
deleting a number of codes that include
the ICD-10-PCS qualifier term
“bifurcation” as the result of the
finalized proposal discussed at the
September 11-12, 2018 ICD-10
Coordination and Maintenance
Committee meeting. We refer readers to
the website at: https://www.cms.gov/
Medicare/Coding/ICD9Provider
DiagnosticCodes/ICD-9-CM-C-and-M-
Meeting-Materials.html for the
committee meeting materials and
discussion regarding this proposal. We
noted in the proposed rule that, of the
96 procedure codes that we proposed to
remove from the logic for MS-DRGs
037, 038, and 039, there are 48
procedure codes that include the
qualifier term “bifurcation”. Therefore,
we stated in the proposed rule that these
48 procedure codes will be deleted
effective October 1, 2019. We stated that
the 48 remaining valid procedure codes
that do not include the term
“bifurcation” that we proposed to
remove from MS-DRGs 037, 038, and
039 will continue to be assigned to MS—
DRGs 034, 035, and 036.

Lastly, we stated in the proposed rule
that, if the applicable proposed MS—
DRG changes are finalized, we would
make a conforming change to the ICD—
10 MS-DRG Version 37 Definitions
Manual for FY 2020 by combining all
the procedure codes identifying a
carotid artery stent procedure within
MS-DRGs 034, 035, and 036 into one
list entitled “Operating Room
Procedures” to better reflect the
definition of these MS—DRGs based on
the discussion and proposals described
above.

Comment: Several commenters
supported this proposal stating that only
procedures involving dilation of a
carotid artery using intraluminal
devices should be included in MS—
DRGs 034-036 and that procedures that
do not involve both a carotid artery and
an intraluminal device should be
removed from MS-DRGs 034-036.
Several commenters also supported our
proposal to remove 96 ICD-10 PCS
codes describing dilation of a carotid
artery with intraluminal device from
MS-DRGs 037, 038 and 039 and to
delete the 48 procedure codes from MS—
DRGs 037, 038, and 039 that include the
qualifier term “‘bifurcation.

Response: We appreciate the
commenters’ support.

Comment: A commenter expressed
concern and disagreed with the
proposal to delete the procedure codes
that include the qualifier term
“bifurcation”. The commenter stated
that in vascular surgery, use of the term
bifurcation may be used to document
when a procedure occurs in a branch
vessel.

Response: We appreciate the
commenter’s suggestion, however, as
discussed at the ICD-10 Coordination
and Maintenance Committee meeting
held on September 11-12, 2018, the
qualifier value Bifurcation was
proposed (and subsequently finalized)
to be deleted from the following ICD—
10-PCS tables—037 Dilation of Upper
Arteries, 03C Extirpation of Upper
Arteries, 047 Dilation of Lower Arteries,
04C Extirpation of Lower Arteries and
04V Restriction of Lower Arteries. The
original proposal for the qualifier
Bifurcation was intended to capture
data specifically regarding procedures
on coronary arteries. The term
bifurcation describes diagnosis related
information, and generally, under ICD-
10 PCS we do not include diagnosis

related information in the procedure
classification.

After consideration of the public
comments we received, we are
finalizing our proposal to remove the
procedure codes listed previously from
MS-DRGs 034, 035, and 036 that
describe procedures which (1) do not
include an intraluminal device; (2)
describe procedures performed on
arteries other than a carotid; and (3)
describe procedures performed on a
vein. We are also finalizing our proposal
to remove 96 ICD-10 PCS codes
describing dilation of a carotid artery
with intraluminal device from MS—
DRGs 037, 038 and 039 and are
finalizing our proposal to reassign the 6
procedure codes discussed above from
MS-DRGs 037, 038, and 039 to MS—
DRGs 034, 035, and 036 because the 6
procedure codes are consistent with the
other procedures describing dilation of
a carotid artery with an intraluminal
device that are currently assigned to
MS-DRGs 034, 035, and 036. We refer
readers to Table 6P.1b. associated with
this final rule (which is available via the
internet on the CMS website at: http://
www.cms.hhs.gov/Medicare/Medicare-
Fee-for-Service-Payment/
AcutelnpatientPPS/index.html) for the
complete list of procedure codes that we
removed from MS-DRGs 037, 038, and
039. Additionally, we are finalizing our
proposal to delete the 48 procedure
codes from MS-DRGs 037, 038, and 039
that include the qualifier term
“bifurcation”. Finally, we are finalizing
our proposal to make a conforming
change to the ICD—10 MS-DRG Version
37 Definitions Manual for FY 2020 by
combining all the procedure codes
identifying a carotid artery stent
procedure within MS-DRGs 034, 035,
and 036 into one list entitled “Operating
Room Procedures” to better reflect the
definition of these MS—-DRGs.

4. MDC 4 (Diseases and Disorders of the
Respiratory System): Pulmonary
Embolism

In the FY 2020 IPPS/LTCH PPS
proposed rule (84 FR 19185), we
discussed that we received a request to
reassign three ICD-10—-CM diagnosis
codes for pulmonary embolism with
acute cor pulmonale from MS-DRG 176
(Pulmonary Embolism without MCC) to
the higher severity level MS—DRG 175
(Pulmonary Embolism with MCC). The
three diagnosis codes are identified in
the following table.
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ICD-10-CM
Code 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

The requestor noted that, in the FY
2019 IPPS/LTCH PPS final rule (83 FR
41231 through 41234), we finalized the
proposal to remove the special logic in
the GROUPER for processing claims
containing a code on the Principal
Diagnosis Is Its Own CC or MCC Lists
and deleted the relevant tables from the
ICD-10 MS-DRG Definitions Manual
Version 36, effective October 1, 2018. As
a result of this change, cases reporting
any one of the three ICD-10-CM
diagnosis codes describing a pulmonary
embolism with acute cor pulmonale
were reassigned from MS-DRG 175 to
MS-DRG 176, absent a secondary
diagnosis code to trigger assignment to

MS-DRG 175. The requestor stated that
this change in the MS—-DRG assignment
for these cases resulted in a reduction in
payment for cases involving pulmonary
embolism with acute cor pulmonale and
that the FY 2019 payment rate for MS—
DRG 176 does not appropriately account
for the costs and resource utilization
associated with these cases because the
subset of patients with pulmonary
embolism with acute cor pulmonale
often represents a more severe set of
patients with pulmonary embolism.

The logic for case assignment to MS—
DRGs 175 and 176 is displayed in the
ICD-10 MS-DRG Version 36 Definitions
Manual, which is available via the

internet on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
AcutelnpatientPPS/MS-DRG-
Classifications-and-Software.html.

As indicated in the FY 2020 IPPS/
LTCH PPS proposed rule, we analyzed
claims data from the September 2018
update of the FY 2018 MedPAR file for
MS-DRGs 175 and 176 to identify cases
reporting diagnosis codes describing
pulmonary embolism with acute cor
pulmonale as listed above (ICD-10-CM
diagnosis codes 126.01, 126.02 or 126.09)
as the principal diagnosis or as a
secondary diagnosis. Our findings are
shown in the following table.

MS-DRGs for Pulmonary Embolism
Average
Number | Length of | Average
MS-DRG of Cases Stay Costs

MS-DRG 175--All cases 24,389 5.2 $10,294
MS-DRG 175--Cases with pulmonary
embolism with acute cor pulmonale 2,326 5.7 $13,034
MS-DRG 176--All cases 30,215 3.3 $6,356
MS-DRG 176--Cases with pulmonary
embolism with acute cor pulmonale 1,821 3.9 $9.630

As shown in the table, for MS-DRG
175, there was a total of 24,389 cases
with an average length of stay of 5.2
days and average costs of $10,294. Of
these 24,389 cases, there were 2,326
cases reporting pulmonary embolism
with acute cor pulmonale, with an
average length of stay 5.7 days and
average costs of $13,034. For MS-DRG
176, there was a total of 30,215 cases
with an average length of stay of 3.3
days and average costs of $6,356. Of
these 30,215 cases, there were 1,821
cases reporting pulmonary embolism
with acute cor pulmonale with an
average length of stay of 3.9 days and
average costs of $9,630.

As stated in the FY 2019 IPPS/LTCH
PPS final rule (83 FR 41231 through
41234), available ICD-10 data can now
be used to evaluate other indicators of
resource utilization and, as shown by
our claims analysis, the data indicate

that the average costs of cases reporting
pulmonary embolism or saddle embolus
with acute cor pulmonale ($9,630) in
MS-DRG 176 are closer to the average
costs for all pulmonary embolism cases
in MS-DRG 175 ($10,294) as compared
to the average costs for all cases in MS—
DRG 176 ($6,356). We stated in the
proposed rule that our clinical advisors
also agreed that this subset of patients
with acute cor pulmonale often
represents a more severe set of patients
and that these cases are more
appropriately assigned to the higher
severity level “with MCC” MS-DRG.
Therefore, in the proposed rule, we
proposed to reassign cases reporting
diagnosis code 126.01, 126.02, or 126.09
to the higher severity level MS-DRG 175
and to revise the title for MS-DRG 175
to “Pulmonary Embolism with MCC or
Acute Cor Pulmonale” to more

accurately reflect the diagnoses assigned
there.

Comment: Commenters supported our
proposed reassignment of diagnosis
codes 126.01, 126.02, and 126.09 to the
higher severity level MS-DRG 175 and
revision of the title for MS-DRG 175 to
“Pulmonary Embolism with MCC or
Acute Cor Pulmonale” to more
accurately reflect the diagnoses.

Response: We thank the commenters
for their support. After consideration of
the public comments we received, we
are finalizing our proposal to reassign
cases reporting diagnosis code 126.01,
126.02, or 126.09 to the higher severity
level MS-DRG 175 and to revise the title
for MS-DRG 175 to ‘“Pulmonary
Embolism with MCC or Acute Cor
Pulmonale”.
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5. MDC 5 (Diseases and Disorders of the
Circulatory System)

a. Transcatheter Mitral Valve Repair
With Implant

As we did for the FY 2015 IPPS/LTCH
PPS proposed rule (79 FR 28008
through 28010) and for the FY 2017
IPPS/LTCH PPS proposed rule (81 FR
24985 through 24989), for FY 2020, as
discussed in the FY 2020 IPPS/LTCH
PPS proposed rule (84 FR 19185
through 19193), we received a request to
modify the MS-DRG assignment for
transcatheter mitral valve repair (TMVR)
with implant procedures. ICD-10-PCS
procedure code 02UG3JZ (Supplement
mitral valve with synthetic substitute,
percutaneous approach) identifies and
describes this procedure. This request
also included the suggestion that CMS
give consideration to reclassifying other
endovascular cardiac valve repair
procedures. Specifically, the requestor
recommended that cases reporting
procedure codes describing an
endovascular cardiac valve repair with
implant be reassigned to MS-DRGs 266
and 267 (Endovascular Cardiac Valve
Replacement with and without MCC,
respectively) and that the MS-DRG
titles be revised to Endovascular Cardiac
Valve Interventions with Implant with
and without MCC, respectively. We
refer readers to detailed discussions of
the MitraClip® System (hereafter
referred to as MitraClip®) for
transcatheter mitral valve repair in
previous rulemakings, including the FY
2012 IPPS/LTCH PPS proposed rule (76
FR 25822) and final rule (76 FR 51528
through 51529), the FY 2013 IPPS/LTCH
PPS proposed rule (77 FR 27902
through 27903) and final rule (77 FR
53308 through 53310), the FY 2015
IPPS/LTCH PPS proposed rule (79 FR
28008 through 28010) and final rule (79
FR 49889 through 49892), the FY 2016
IPPS/LTCH PPS proposed rule (80 FR
24356 through 24359) and final rule (80
FR 49363 through 49367), and the FY
2017 IPPS/LTCH PPS proposed rule (81
FR 24985 through 24989) and final rule

(81 FR 56809 through 56813), in
response to requests for MS-DRG
reclassification, as well as the FY 2014
IPPS/LTCH PPS proposed rule (78 FR
27547 through 27552), under the new
technology add-on payment policy. In
the FY 2014 IPPS/LTCH PPS final rule
(78 FR 50575), we were unable to
consider further the application for a
new technology add-on payment for
MitraClip® because the technology had
not received FDA approval by the July
1, 2013 deadline.

In the FY 2015 IPPS/LTCH PPS final
rule, we finalized our proposal to not
create a new MS-DRG or to reassign
cases reporting ICD—9—-CM procedure
code 35.97 that described procedures
involving the MitraClip® to another
MS-DRG (79 FR 49889 through 49892).
Under a new application, the request for
new technology add-on payments for
the MitraClip® System was approved for
FY 2015 (79 FR 49941 through 49946).
The new technology add-on payment for
MitraClip® was subsequently
discontinued effective FY 2017.

In the FY 2016 IPPS/LTCH PPS final
rule (80 FR 49371), we finalized a
modification to the MS—DRGs to which
procedures involving the MitraClip®
were assigned. For the ICD-10 based
MS-DRGs to fully replicate the ICD-9—
CM based MS-DRGs, ICD-10-PCS code
02UG3JZ (Supplement mitral valve with
synthetic substitute, percutaneous
approach), which identifies the
MitraClip® technology and is the ICD—
10-PCS code translation for ICD-9-CM
procedure code 35.97 (Percutaneous
mitral valve repair with implant), was
assigned to new MS-DRGs 273 and 274
(Percutaneous Intracardiac Procedures
with MCC and without MCC,
respectively) and continued to be
assigned to MS-DRGs 231 and 232
(Coronary Bypass with PTCA with MCC
and without MCC, respectively).

In the FY 2017 IPPS/LTCH PPS
proposed and final rules, we also
discussed our analysis of MS-DRGs 228,
229, and 230 (Other Cardiothoracic
Procedures with MCC, with CC, and

without CC/MCC, respectively) with
regard to the possible reassignment of
cases reporting ICD—-10-PCS procedure
code 02UG3JZ (Supplement mitral valve
with synthetic substitute, percutaneous
approach). We finalized our proposal to
collapse these MS-DRGs (228, 229, and
230) from three severity levels to two
severity levels by deleting MS-DRG 230
and revising the structure of MS-DRG
229. We also finalized our proposal to
reassign ICD—10-PCS procedure code
02UGS3JZ (Supplement mitral valve with
synthetic substitute, percutaneous
approach) from MS-DRGs 273 and 274
to MS-DRG 228 and revised MS-DRG
229 (81 FR 56813).

As we discussed in the proposed rule,
according to the requestor, there are
substantial clinical and resource
differences between the transcatheter
mitral valve repair (TMVR) procedure
and other procedures currently grouping
to MS-DRGs 228 and 229. The requestor
noted that, currently, ICD—10-PCS
procedure code 02UG3JZ is the only
endovascular valve intervention with
implant procedure that maps to MS—
DRGs 228 and 229. The requestor also
noted that other ICD-10-PCS procedure
codes describing procedures for
endovascular (transcatheter) cardiac
valve repair with implant map to MS-
DRGs 273 and 274 or to MS-DRGs 216,
217, 218, 219, 220, and 221 (Cardiac
Valve and Other Major Cardiothoracic
Procedures with and without Cardiac
Catheterization with MCC, with CC and
without CC/MCC, respectively). The
requestor further noted that all ICD-10—
PCS procedure codes for endovascular
cardiac valve replacement procedures
map to MS-DRGs 266 (Endovascular
Cardiac Valve Replacement with MCC)
and 267 (Endovascular Cardiac Valve
Replacement without MCC).

As noted in the proposed rule, the
ICD-10-PCS procedure codes
describing a transcatheter cardiac valve
repair procedure with an implant are
listed in the following table.

BILLING CODE 4120-01-P
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1CD-10-PCS
Code Description
02UF37) Supplement aortic valve created from truncal valve with autologous tissue substitute, percutaneous approach
02UF37Z Supplement aortic valve with autologous tissue substitute, percutaneous approach
02UF38J Supplement aortic valve created from truncal valve with zooplastic tissue, percutaneous approach
02UF38Z Supplement aortic valve with zooplastic tissue, percutaneous approach
02UF3JJ Supplement aortic valve created from truncal valve with synthetic substitute, percutaneous approach
02UF3JZ Supplement aortic valve with synthetic substitute, percutaneous approach
02UF3K]J Supplement aortic valve created from truncal valve with nonautologous tissue substitute, percutaneous approach
02UF3KZ Supplement aortic valve with nonautologous tissue substitute, percutaneous approach
02UG37E Supplement mitral valve created from left atrioventricular valve with autologous tissue substitute, percutaneous approach
02UG37Z Supplement mitral valve with autologous tissue substitute, percutaneous approach
02UG38E Supplement mitral valve created from left atrioventricular valve with zooplastic tissue, percutaneous approach
02UG38Z Supplement mitral valve with zooplastic tissue, percutane