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Medicare Program; Hospital Inpatient
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Changes and Fiscal Year 2020 Rates;
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Medicare and Medicaid Promoting
Interoperability Programs Proposed
Requirements for Eligible Hospitals
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AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Proposed rule.

SUMMARY: We are proposing to revise 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 proposing to make changes
relating to Medicare graduate medical
education (GME) for teaching hospitals
and payments to critical access hospital
(CAHs). In addition, we are proposing to
provide the market basket update that
would 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 proposing to
update 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 proposed rule, we are
including proposals to address wage
index disparities between high and low
wage index hospitals; to provide for an
alternative IPPS new technology add-on
payment pathway for certain
transformative new devices; and to
revise the calculation of the IPPS new
technology add-on payment. In
addition, we are requesting public
comments on the substantial clinical
improvement criterion used for
evaluating applications for both the
IPPS new technology add-on payment
and the OPPS transitional pass-through
payment for devices, and we discuss
potential revisions that we are

considering adopting as final policies
related to the substantial clinical
improvement criterion for applications
received beginning in FY 2020 for IPPS
(that is, for FY 2021 and later new
technology add-on payments) and
beginning in CY 2020 for the OPPS.

We are proposing to establish new
requirements or revise existing
requirements for quality reporting by
specific Medicare providers (acute care
hospitals, PPS-exempt cancer hospitals,
and LTCHs). We also are proposing to
establish new requirements and revise
existing requirements for eligible
hospitals and critical access hospitals
(CAHs) participating in the Medicare
and Medicaid Promoting
Interoperability Programs. We are
proposing to update policies for the
Hospital Value-Based Purchasing (VBP)
Program, the Hospital Readmissions
Reduction Program, and the Hospital-
Acquired Condition (HAC) Reduction
Program.

DATES: To be assured consideration,
comments must be received at one of
the addresses provided in the
ADDRESSES section, no later than 5 p.m.
EDT on June 24, 2019.

ADDRESSES: In commenting, please refer
to file code CMS-1716—P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

Comments, including mass comment
submissions, must be submitted in one
of the following three ways (please
choose only one of the ways listed):

1. Electronically. You may (and we
encourage you to) submit electronic
comments on this regulation to http://
www.regulations.gov. Follow the
instructions under the “submit a
comment” tab.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-1716-P, P.O. Box 8013, Baltimore,
MD 21244-1850.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments via express
or overnight mail to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-1716-P, Mail Stop C4-26-05,
7500 Security Boulevard, Baltimore, MD
21244-1850.

For information on viewing public
comments, we refer readers to the
beginning of the SUPPLEMENTARY
INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
Donald Thompson, (410) 786—4487, and
Michele Hudson, (410) 786—4487,
Operating Prospective Payment, MS—
DRGs, Wage Index, New Medical
Service and Technology Add-On
Payments, Hospital Geographic
Reclassifications, Graduate Medical
Education, Capital Prospective Payment,
Excluded Hospitals, Medicare
Disproportionate Share Hospital (DSH)
Payment Adjustment, Medicare-
Dependent Small Rural Hospital (MDH)
Program, Low-Volume Hospital
Payment Adjustment, and Critical
Access Hospital (CAH) Issues.

Michele Hudson, (410) 786-4487,
Mark Luxton, (410) 786—4530, and
Emily Lipkin, (410) 786-3633, Long-
Term Care Hospital Prospective
Payment System and MS-LTC-DRG
Relative Weights Issues.

Siddhartha Mazumdar, (410) 786—
6673, Rural Community Hospital
Demonstration Program Issues.

Jeris Smith, (410) 786—0110, Frontier
Community Health Integration Project
Demonstration Issues.

Erin Patton, (410) 786—2437, Hospital
Readmissions Reduction Program
Administration Issues.

Lein Han, 410-786-0205, Hospital
Readmissions Reduction Program—
Readmissions—Measures Issues.

Michael Brea, (410) 786—4961,
Hospital-Acquired Condition Reduction
Program Issues.

Annese Abdullah-Mclaughlin, (410)
786—2995, Hospital-Acquired Condition
Reduction Program—Measures Issues.

Grace Snyder, (410) 786—0700 and
James Poyer, (410) 786—2261, Hospital
Inpatient Quality Reporting and
Hospital Value-Based Purchasing—
Program Administration, Validation,
and Reconsideration Issues.

Cindy Tourison, (410) 786—1093,
Hospital Inpatient Quality Reporting
and Hospital Value-Based Purchasing—
Measures Issues Except Hospital
Consumer Assessment of Healthcare
Providers and Systems Issues.

Elizabeth Goldstein, (410) 786—6665,
Hospital Inpatient Quality Reporting
and Hospital Value-Based Purchasing—
Hospital Consumer Assessment of
Healthcare Providers and Systems
Measures Issues.

Nekeshia McInnis, (410) 786—-4486
and Ronique Evans, (410) 786—1000,
PPS-Exempt Cancer Hospital Quality
Reporting Issues.

Mary Pratt, (410) 786—6867, Long-
Term Care Hospital Quality Data
Reporting Issues.

Elizabeth Holland, (410) 786—-1309,
Dylan Podson (410) 7865031, and
Bryan Rossi (410) 786—0651, Promoting
Interoperability Programs.
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Benjamin Moll, (410) 786—4390,
Provider Reimbursement Review Board
Appeals Issues.

SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following
website as soon as possible after they
have been received: http://
www.regulations.gov/. Follow the search
instructions on that website to view
public comments.

Electronic Access

This Federal Register document is
available from the Federal Register
online database through Federal Digital
System (FDsys), a service of the U.S.
Government Printing Office. This
database can be accessed via the
internet at: http://www.gpo.gov/fdsys.

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 proposed rule are available
through the internet on the CMS website
at: http://www.cms.hhs.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 Proposed Rule
Home Page” or “Acute Inpatient—Files
for Download.” The LTCH PPS tables
for this FY 2020 proposed 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-P. For
further details on the contents of the
tables referenced in this proposed rule,
we refer readers to section VI. of the
Addendum to this proposed rule.

Readers who experience any problems
accessing any of the tables that are
posted on the CMS websites identified
above should contact Michael Treitel at
(410) 786-4552.
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I. Executive Summary and Background
A. Executive Summary

1. Purpose and Legal Authority

This proposed rule would make
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 would make 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 proposed rule
also would make policy changes to
programs associated with Medicare IPPS
hospitals, IPPS-excluded hospitals, and
LTCHs. In this proposed rule, we are
including proposals to address wage
index disparities between high and low
wage index hospitals; to provide for an
alternative IPPS new technology add-on
payment pathway for certain
transformative new devices; and to
revise the calculation of the IPPS new
technology add-on payment. In
addition, we are requesting public
comments on the substantial clinical
improvement criterion for evaluating
applications for both the IPPS new
technology add-on payment and the
OPPS transitional pass-through payment
for devices, and we discuss potential
revisions that we are considering

adopting as final policies related to the
substantial clinical improvement
criterion for FY 2020 for IPPS and CY
2020 for the OPPS.

We are proposing to establish new
requirements and revise 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 proposing to
establish new requirements and revise
existing requirements for eligible
hospitals and CAHs participating in the
Medicare and Medicaid Promoting
Interoperability Programs. We are
proposing to update 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 proposing to make 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
(RNHCIs) 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.
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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
establishes 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.

e 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.

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 1886(m)(5)(D)(iv) of the
Act, as added by section 1206(c) of the
Pathway for Sustainable Growth Rate
(SGR) Reform Act of 2013 (Pub. L. 113—
67), which provides for the
establishment of a functional status
quality measure in the LTCH QRP for
change in mobility among inpatients
requiring ventilator support.

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

Below we provide a summary of the
major provisions in this proposed rule.
In general, these major provisions are

being proposed as 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 in this proposed rule is
presented in section 1.D. of the preamble
of this proposed rule.

a. Proposed 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 proposing to make
an adjustment of + 0.5 percent to the
standardized amount.

b. Request for Information on the New
Technology Add-On Payment and
Transitional Device Pass-Through
Payment Substantial Clinical
Improvement Criterion and Discussion
of Potential Revisions to the New
Technology Add-On Payment and
Transitional Device Pass-Through
Payment Substantial Clinical
Improvement Criterion

The substantial clinical improvement
criterion that is used to evaluate a
technology that is the subject of an
application for the new technology add-
on payment under the IPPS or an
application for the transitional pass-
through payment for additional costs of
innovative devices under the OPPS is
the subject of the request for
information and the discussion of
potential revisions included in this
proposed rule.
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We understand that greater clarity
regarding what would substantiate the
requirements of this criterion would
help the public, including innovators,
better understand how CMS evaluates
new technology applications for add-on
payments and provide greater
predictability about which applications
will meet the criterion for substantial
clinical improvement. We are
considering potential revisions to the
substantial clinical improvement
criterion under the IPPS new technology
add-on payment policy and the OPPS
transitional pass-through payment
policy for devices policy, and are
seeking public comments on the type of
additional detail and guidance that the
public and applicants for new
technology add-on payments would find
useful. The comments we receive in
response to those general questions will
inform future rulemaking after the FY
2020 IPPS/LTCH PPS final rule. This
request for public comments is intended
to be broad in scope and provide a
foundation for potential rulemaking in
future years.

In addition to this 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 are soliciting
public comments on specific changes or
clarifications to the IPPS and OPPS
substantial clinical improvement
criterion that CMS might consider
making in the 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.

c. Proposed Alternative Inpatient New
Technology Add-On Payment Pathway
for Transformative New Devices

After consideration of the issues
discussed in section III.H.8. of the
preamble of this proposed rule relating
to 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 concluded that it
would be appropriate to develop an
alternative pathway for the inpatient
new technology add-on payment for
transformative medical devices. In
situations where a new medical device
is part of the FDA’s Breakthrough
Devices Program and 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), we
are proposing an alternative inpatient
new technology add-on payment
pathway to facilitate access to this
technology for Medicare beneficiaries.
Specifically, we are proposing that,
for applications received for IPPS new
technology add-on payments for FY
2021 and subsequent fiscal years, if a
medical device is part of the FDA’s
Breakthrough Devices Program and
received FDA marketing authorization,
such a device would be considered new
and not substantially similar to an
existing technology for purposes of new
technology add-on payment under the
IPPS. In light of the criteria applied
under the FDA’s Breakthrough Devices
Program, and because the technology
may not have a sufficient evidence base
to demonstrate substantial clinical
improvement at the time of FDA
marketing authorization, we also are
proposing that the medical device
would 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. Proposed 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.

After consideration of the concerns
raised by commenters and other
stakeholders, we agree that there may be
merit to the recommendations to
increase the maximum add-on amount,
and that capping the add-on payment
amount at 50 percent could, in some
cases, no longer provide a sufficient
incentive for the use of new technology.
To address this issue, we believe it
would be appropriate to modify the
current payment mechanism to increase
the amount of the maximum add-on

payment amount to 65 percent.
Therefore, we are proposing that,
beginning with discharges occurring on
or after October 1, 2019, 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 would 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.

e. Proposals To Address Wage Index
Disparities Between High and Low
Wage Index Hospitals

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, we are
proposing to reduce the disparity
between high and low wage index
hospitals by increasing the wage index
values for certain hospitals with low
wage index values and decreasing the
wage index values for certain hospitals
with high wage index values for budget
neutrality purposes, as well as changing
the calculation of the rural floor. We
also are proposing a transition for
hospitals experiencing significant
decreases in their wage index values as
a result of these proposed changes. We
are proposing to make these changes in
a budget neutral manner.

In this proposed rule, we are
proposing to increase 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, w