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Medicare and Medicaid Programs; CY
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Home Health Quality Reporting
Requirements; Home Infusion Therapy
Requirements; and Training
Requirements for Surveyors of
National Accrediting Organizations

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule with comment period.

SUMMARY: This final rule with comment
period updates the home health
prospective payment system (HH PPS)
payment rates, including the national,
standardized 60-day episode payment
rates, the national per-visit rates, and
the non-routine medical supply (NRS)
conversion factor, effective for home
health episodes of care ending on or
after January 1, 2019. This rule also:
Updates the HH PPS case-mix weights
for calendar year (CY) 2019 using the
most current, complete data available at
the time of rulemaking; discusses our
efforts to monitor the potential impacts
of the rebasing adjustments that were
implemented in CYs 2014 through 2017;
finalizes a rebasing of the HH market
basket (which includes a decrease in the
labor-related share); finalizes the
methodology used to determine rural
add-on payments for CYs 2019 through
2022, as required by section 50208 of
the Bipartisan Budget Act of 2018 (Pub.
L. 115-123) hereinafter referred to as the
“BBA of 2018”; finalizes regulations
text changes regarding certifying and
recertifying patient eligibility for
Medicare home health services; and
finalizes the definition of “remote
patient monitoring” and the recognition
of the costs associated with it as
allowable administrative costs.

This rule also summarizes the case-
mix methodology refinements for home
health services beginning on or after
January 1, 2020, which includes the
elimination of therapy thresholds for
payment and a change in the unit of
payment from a 60-day episode to a 30-
day period, as mandated by section

51001 of the Bipartisan Budget Act of
2018. This rule also finalizes changes to
the Home Health Value-Based
Purchasing (HHVBP) Model. In
addition, with respect to the Home
Health Quality Reporting Program, this
rule discusses the Meaningful Measures
Initiative; finalizes the removal of seven
measures to further the priorities of this
initiative; discusses social risk factors
and provides an update on
implementation efforts for certain
provisions of the IMPACT Act; and
finalizes a regulatory text change
regarding OASIS data.

For the home infusion therapy
benefit, this rule finalizes health and
safety standards that home infusion
therapy suppliers must meet; finalizes
an approval and oversight process for
accrediting organizations (AOs) that
accredit home infusion therapy
suppliers; finalizes the implementation
of temporary transitional payments for
home infusion therapy services for CYs
2019 and 2020; and responds to the
comments received regarding payment
for home infusion therapy services for
CY 2021 and subsequent years.

Lastly, in this rule, we are finalizing
only one of the two new requirements
we proposed to implement in the
regulations for the oversight of AOs that
accredit Medicare-certified providers
and suppliers. More specifically, for
reasons set out more fully in the section
X. of this final rule with comment
period, we have decided not to finalize
our proposal to require that all
surveyors for AOs that accredit
Medicare-certified providers and
suppliers take the same relevant and
program-specific CMS online surveyor
training that the State Agency surveyors
are required to take.

However, we are finalizing our
proposal to require that each AO must
provide a written statement with their
application to CMS, stating that if one
of its fully accredited providers or
suppliers, in good-standing, provides
written notification that they wish to
voluntarily withdraw from the AO’s
CMS-approved accreditation program,
the AO must continue the provider or
supplier’s current accreditation until the
effective date of withdrawal identified
by the facility or the expiration date of
the term of accreditation, whichever
comes first.

DATES:

Effective Date: This final rule with
comment period is effective on January
1, 2019.

Implementation Date: The Patient-
Driven Groupings Model (PDGM) case-
mix methodology refinements and the
change in the unit of payment from 60-

day episodes of care to 30-day periods
of care will be for home health services
(30-day periods of care) beginning on or
after January 1, 2020.

Comment Date: To be assured
consideration, comments on the
definition of “infusion drug
administration calendar day” at
§486.505 and discussed in section VL.D.
of this final rule with comment period
must be received at one of the addresses
provided below, no later than 5 p.m. on
December 31, 2018.

ADDRESSES: In commenting, please refer
to file code CMS-1689-FC. 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 submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the “Submit a comment” instructions.

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-1689-FC, P.O. Box 8013,
Baltimore, MD 21244-8013.

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 to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS-1689-FC,
Mail Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244—1850.
[Note: This zipcode for express mail or
courier delivery only. This zipcode
specifies the agency’s physical location.]

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:

For general information about the
Home Health Prospective Payment
System (HH PPS), send your inquiry via
email to: HomehealthPolicy@
cms.hhs.gov.

For general information about home
infusion payment, send your inquiry via
email to: HomelnfusionPolicy@
cms.hhs.gov.

For information about the Home
Health Value-Based Purchasing
(HHVBP) Model, send your inquiry via
email to: HHVBPquestions@
cms.hhs.gov.

For information about the Home
Health Quality Reporting Program (HH
QRP) contact: Joan Proctor, (410) 786—
0949.
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mailto:HomeInfusionPolicy@cms.hhs.gov
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For information about home infusion
therapy health and safety standards,
contact: CAPT Jacqueline Leach, (410)
786—4282 or Sonia Swancy, (410) 786—
8445.

For information about health infusion
therapy accreditation and oversight,
contact: Caroline Gallaher (410) 786—
8705.

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://
regulations.gov. Follow the search
instructions on that website to view
public comments.
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Regulation Text

I. Executive Summary
A. Purpose

1. Home Health Prospective Payment
System (HH PPS)

This final rule with comment period
updates the payment rates for home
health agencies (HHAS) for calendar
year (CY) 2019, as required under
section 1895(b) of the Social Security
Act (the Act). This rule also updates the
case-mix weights under sections
1895(b)(4)(A)(i) and (b)(4)(B) of the Act
for CY 2019. For home health services
beginning on or after January 1, 2020,
this rule finalizes case-mix methodology
refinements, which eliminate the use of
therapy thresholds for case-mix
adjustment purposes; and changes the
unit of payment from a 60-day episode

of care to a 30-day period of care, as
mandated by section 51001 of the
Bipartisan Budget Act of 2018
(hereinafter referred to as the “BBA of
2018”’). This final rule with comment
period also: Finalizes the methodology
used to determine rural add-on
payments for CYs 2019 through 2022, as
required by section 50208 of the BBA of
2018; finalizes regulations text changes
regarding certifying and recertifying
patient eligibility for Medicare home
health services under sections 1814(a)
and 1835(a) of the Act; and finalizes our
proposal on how to define “remote
patient monitoring” under the Medicare
home health benefit and include the
costs of such monitoring as an allowable
administrative costs. Lastly, this rule
finalizes changes to the Home Health
Value Based Purchasing (HHVBP)
Model under the authority of section
1115A of the Act, and the Home Health
Quality Reporting Program (HH QRP)
requirements under the authority of
section 1895(b)(3)(B)(v) of the Act.

2. Home Infusion Therapy Services

a. Payment for Home Infusion Therapy
Services

This final rule with comment period
establishes a transitional payment for
home infusion therapy services for CYs
2019 and 2020, as required by section
50401 of the BBA of 2018. In addition,
this rule finalizes health and safety
standards for home infusion therapy
and an accreditation and oversight
process for qualified home infusion
therapy suppliers.

b. Safety Standards for Home Infusion
Therapy Services

This final rule with comment period
implements health and safety standards
for qualified home infusion therapy
suppliers as required by section 5012 of
the 21st Century Cures Act. These
standards provide a foundation for
ensuring patient safety and quality care
by establishing requirements for the
plan of care to be initiated and updated
by a physician; 7-day-a-week, 24-hour-
a-day access to services and remote
monitoring; and patient education and
training regarding their home infusion
therapy care.

c. Accreditation of Home Infusion
Therapy Suppliers

This final rule with comment period
also implements regulations for the
approval and oversight of AOs that
accredit home infusion therapy
suppliers.
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B. Summary of the Major Provisions

1. Home Health Prospective Payment
System (HH PPS)

In the CY 2015 HH PPS final rule (79
FR 66072), we finalized our proposal to
recalibrate the case-mix weights every
year with the most current and complete
data available at the time of rulemaking.
In section III.B. of this rule, we are
recalibrating the HH PPS case-mix
weights, using the most current cost and
utilization data available, in a budget-
neutral manner. In section III.C. of this
rule, we are finalizing the rebasing of
the home health market basket and
updates to the payment rates under the
HH PPS by the home health payment
update percentage of 2.2 percent (using
the 2016-based Home Health Agency
(HHA) market basket update of 3.0
percent, minus 0.8 percentage point for
multifactor productivity) as required by
section 1895(b)(3)(B)(vi)(I) of the Act.
Also in section III.C. of this final rule
with comment period, we are finalizing
areduction in the labor-related share
from 78.5 to 76.1 percent of total costs
on account of the rebasing of the home
health market basket. Lastly, in section
III.C. of this rule, we update the CY
2019 home health wage index using FY
2015 hospital cost report data. In section
IIL.D. of this final rule with comment
period, we are finalizing a methodology
for applying rural add-on payments for
CYs 2019 through 2022, as required by
section 50208 of the BBA of 2018. In
section IILE. of this rule, we are
finalizing a reduction to the fixed-dollar
loss ratio from 0.55 to 0.51 for CY 2019
in order to increase outlier payments as
a percentage of total payments so that
this percentage is closer to, but no more
than, 2.5 percent.

In section IILF. of this rule, we are
finalizing case-mix methodology
refinements and a change in the unit of
payment from a 60-day episode of care
to a 30-day period of care effective
January 1, 2020 and in a budget neutral
manner, as required by section 51001 of
the BBA of 2018. The “Patient-Driven
Groupings Model”, or PDGM, relies
more heavily on clinical characteristics
and other patient information to place
patients into meaningful payment
categories and eliminates the use of
therapy service thresholds, as required
by section 51001(a)(3) of the BBA of
2018, that are currently used to case-mix
adjust payments under the HH PPS.

In section III.G. of this rule, we are
finalizing regulation text changes at 42
CFR 424.22(b)(2) to eliminate the
requirement that the certifying
physician must estimate how much
longer skilled services will be needed as
part of the recertification statement. In

addition, in section III.G of this rule,
consistent with section 51002 of the
BBA of 2018, we are finalizing a
proposal to align the regulations text at
§424.22(c) with current subregulatory
guidance to allow medical record
documentation from the HHA to be used
to support the basis for certification
and/or recertification of home health
eligibility, if certain requirements are
met.

In section III.H. of this rule, we are
finalizing our proposal to define
‘“remote patient monitoring” under the
Medicare home health benefit and
changes to the regulations at § 409.46 to
include costs of remote patient
monitoring as allowable administrative
costs.

2. Home Health Value Based Purchasing

In section IV. of this final rule with
comment period, we are finalizing
changes to the Home Health Value
Based Purchasing (HHVBP) Model
implemented January 1, 2016.
Specifically, we are finalizing,
beginning with performance year (PY) 4,
the following policy changes: removal of
two Outcome and Assessment
Information Set (OASIS) based
measures, Influenza Immunization
Received for Current Flu Season and
Pneumococcal Polysaccharide Vaccine
Ever Received, from the set of
applicable measures; replacement of
three OASIS-based measures
(Improvement in Ambulation-
Locomotion, Improvement in Bed
Transferring, and Improvement in
Bathing) with two new composite
measures on total normalized composite
change in self-care and mobility;
changes to how we calculate the Total
Performance Scores by changing the
weighting methodology for the OASIS-
based, claims-based, and HHCAHPS
measures; and a change to the scoring
methodology by reducing the maximum
amount of improvement points an HHA
can earn, from 10 points to 9 points. We
are also providing an update on the
progress towards developing public
reporting of performance under the
HHVBP Model and providing a
summary of public comments received
in response to our solicitation of
feedback on what information we
should consider making publicly
available in the future.

3. Home Health Quality Reporting
Program

In section V. of this final rule with
comment period, we are finalizing
updates to our the Home Health (HH)
Quality Reporting Program (QRP) by
adopting eight measure removal factors,
removing seven measures, and updating

our regulations to clarify that not all
OASIS data are required for the HH
QRP. We are also providing an update
on the implementation of certain
provisions of the IMPACT Act, and are
finalizing our proposal to increase the
number of years of data used to
calculate the Medicare Spending per
Beneficiary measure for purposes of
display from 1 year to 2 years.

4. Home Infusion Therapy

In section VL A. of this final rule with
comment period, we discuss general
background of home infusion therapy
services and how this relates to the
implementation of the new home
infusion benefit. In section VI.B. of this
final rule with comment period, we
have finalized the addition of a new
subpart I under the regulations at 42
CFR part 486 to incorporate health and
safety requirements for home infusion
therapy suppliers. These regulations
provide a framework for CMS to
approve home infusion therapy
accreditation organizations. Subpart I
includes General Provisions (Scope and
Purpose, and Definitions) and Standards
for Home Infusion Therapy (Plan of Care
and Required Services). Section VI.D. of
this final rule with comment period
provides information on temporary
transitional payments for home infusion
therapy services for CYs 2019 and 2020
as mandated by section 50401 of the
BBA of 2018, and responds to the
comments received regarding issues
such as the regulatory definition of
“Infusion Drug Administration Calendar
Day.”

I}Ill section VI.C. of this final rule with
comment period, we discuss the
requirements set forth in section
1861(iii)(3)(D)(III) of the Act, which
mandates that suppliers of home
infusion therapy receive accreditation
from a CMS-approved accrediting
organization (AO) in order to receive
Medicare payment. The Secretary must
designate AOs to accredit suppliers
furnishing home infusion therapy not
later than January 1, 2021. Qualified
home infusion therapy suppliers are
required to receive accreditation before
receiving Medicare payment for services
provided to Medicare beneficiaries.

Until now, no regulations have
addressed the following elements of
CMS’ approval and oversight of the AOs
that accredit suppliers of home infusion
therapy: (1) The required components to
be included in a home infusion therapy
AQ’s initial or renewal accreditation
program application; (2) regulations
related to CMS’ review and approval of
the home infusion therapy AOs
application for approval of its
accreditation program; and (3) the
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ongoing monitoring and oversight of
CMS approved home infusion therapy
AOs. However, this final rule with
comment period finalizes a set of
regulations that will govern the CMS
approval and oversight process for all
home infusion therapy AOs.

In this final rule with comment
period, we are not finalizing our
proposal to modify 42 CFR 488.5 by
adding a requirement that all surveyors,
that work for AOs that accredit

Medicare certified providers and
suppliers, must complete the relevant
program specific CMS online trainings.
However, in this final rule with
comment period, we are finalizing the
proposed requirement to be added at
§488.5 which requires the AOs for
Medicare certified providers and
suppliers to provide a written statement
with their application stating that if a
fully accredited facility deemed to be in
good-standing provides written

notification that they wish to
voluntarily withdraw from the AO’s
CMS-approved accreditation program,
the AO must continue the facility’s
current accreditation until the effective
date of withdrawal identified by the
facility or the expiration date of the term
of accreditation, whichever comes first.

C. Summary of Costs, Transfers, and
Benefits

BILLING CODE 4120-01-P

TABLE 1: SUMMARY OF COSTS, TRANSFERS, AND BENEFITS

Provision Description

Costs and Cost

Transfers

Benefits

Transitional Payments for
Home Infusion Therapy

temporary transitional payment for
home infusion therapy services is an

Savings
CY 2019 HH PPS Payment The overall economic impact of the HH | To ensure home health
Rate Update PPS payment rate update is an estimated | payments are
$420 million (2.2 percent) in increased consistent with
payments to HHAs in CY 2019. statutory payment
authority for CY 2019.
CY 2019 Temporary The overall economic impact of the To ensure temporary

transitional payments
for home infusion

HHVBP Model for CY 2018 through
2022 is an estimated $378 million in
total savings to Medicare from a
reduction in unnecessary
hospitalizations and SNF usage as a
result of greater quality improvements
in the HH industry (none of which is
attributable to the changes in this final
rule with comment period). As for
payments to HHAs, there are no
aggregate increases or decreases
expected to be applied to the HHAs
competing in the model.

Services estimated $60 million in increased therapy are consistent
payments to home infusion therapy with statutory
suppliers in CY 2019 ($48 million in authority for CY 2019.
Medicare payments and $12 million in
beneficiary cost-sharing).

CY 2019 HHVBP Model The overall economic impact of the

CY 2020 OASIS Changes

The overall economic
impact of the HH QRP
and the case-mix
adjustment
methodology changes
is annual savings to
HHAs of an

estimated $60 million.

A reduction in burden
to HHAs of
approximately 73
hours annually for a
savings of
approximately $5,150
annually per HHA.

CY 2020 Case-Mix
Adjustment Methodology
Changes, Including a Change
in the Unit of Service from 60
to 30 days.

The overall economic impact of the
case-mix adjustment methodology
changes, including a change in the unit
of service from 60 to 30 days, for CY
2020 results in no estimated dollar

impact to HHAs, as section 51001(a) of

the BBA of 2018 requires such change
to be implemented in a budget-neutral
manner.

To ensure home health
payments are
consistent with
statutory payment
authority for CY 2020.
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Provision Description Costs and Cost Transfers Benefits
Savings
Accreditation for Home The cost related to an Accreditation of HIT
Infusion Therapy suppliers AO obtaining CMS suppliers will be

approval of a home
infusion therapy
accreditation program
is estimated to be
$8,014.50 per each
AO, for AOs that have
previously submitted
an accreditation
application to CMS.
The cost across the
potential 8 home
infusion therapy AOs
will be $64,116.

The cost related to
each home infusion
therapy AO for
obtaining CMS
approval of a home
infusion therapy
accreditation program
is estimated to be
$12.,453 per each AO,
for AOs that have not
previously submitted
an accreditation
application to CMS.
The cost across the
potential 8 home
infusion therapy AOs
will be $99,624.

We further estimate
that each home
infusion therapy AO
will incur an estimated
cost burden in the
amount of $23,258 for
compliance with the
home infusion therapy
AO approval and
oversight regulations
at §§488.1010 through
488.1050 (including
the filing of an
application). The cost
across the 8 potential
home infusion therapy
AOs will be $186,064.

required in order for
HIT suppliers to
receive payment from
Medicare, effective
01/01/2021.

The CMS AO
approval and oversight
regulations are
necessary so that CMS
has a process in place
for the approval and
oversight of the AOs
that will be CMS-
approved home
infusion therapy
accrediting
organizations available
to accredit the home
infusion therapy
suppliers, so that they
can continue to receive
payment from
Medicare when the
permanent benefits go
into effect on
01/01/2021.

BILLING CODE 4120-01-C

D. Improving Patient Outcomes and
Reducing Burden Through Meaningful
Measures

In the CY 2019 HH PPS proposed
rule, we stated that regulatory reform
and reducing regulatory burden are high
priorities for us. To reduce the
regulatory burden on the healthcare
industry, lower health care costs, and

enhance patient care, in October 2017,
we launched the Meaningful Measures
Initiative.! This initiative is one
component of our agency-wide Patients
Over Paperwork Initiative 2 which is

1 Meaningful Measures web page: https://
www.cms.gov/Medicare/Quality-Initiatives-Patient-
Assessment-Instruments/QualityInitiativesGenInfo/
MMEF/General-info-Sub-Page.html.

2See Remarks by Administrator Seema Verma at
the Health Care Payment Learning and Action

aimed at evaluating and streamlining
regulations with a goal to reduce
unnecessary cost and burden, increase
efficiencies, and improve beneficiary
experience. The Meaningful Measures
Initiative is aimed at identifying the
highest priority areas for quality

Network (LAN) Fall Summit, as prepared for
delivery on October 30, 2017 https://www.cms.gov/
Newsroom/MediaReleaseDatabase/Fact-sheets/
2017-Fact-Sheet-items/2017-10-30.html.
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measurement and quality improvement
in order to assess the core quality of care
issues that are most vital to advancing
our work to improve patient outcomes.
The Meaningful Measures Initiative
represents a new approach to quality
measures that fosters operational
efficiencies, and will reduce costs
including, the collection and reporting
burden while producing quality
measurement that is more focused on
meaningful outcomes.

The Meaningful Measures Framework
has the following objectives:

o Address high-impact measure areas
that safeguard public health;

e Patient-centered and meaningful to
patients;

¢ Outcome-based where possible;

e Fulfill each program’s statutory
requirements;

e Minimize the level of burden for
health care providers (for example,
through a preference for EHR-based
measures where possible, such as
electronic clinical quality measures);

e Provide significant opportunity for
improvement;

¢ Address measure needs for
population based payment through
alternative payment models; and

¢ Align across programs and/or with
other payers.

In order to achieve these objectives,
stated in the proposed rule that we had
identified 19 Meaningful Measures areas
and mapped them to six overarching
quality priorities as shown in Table 2:

TABLE 2—MEANINGFUL MEASURES FRAMEWORK DOMAINS AND MEASURE

AREAS

Quality Priority

Meaningful Measure Area

Making Care Safer by Reducing Harm Caused in
the Delivery of Care

Healthcare-Associated Infections.

Preventable Healthcare Harm.

Strengthen Person and Family Engagement as
Partners in Their Care

Care is Personalized and Aligned with Patient’s Goals.

End of Life Care according to Preferences.

Patient’s Experience of Care.

Patient Reported Functional Outcomes.

Promote Effective Communication and
Coordination of Care

Medication Management.

Admissions and Readmissions to Hospitals.

Transfer of Health Information and Interoperability.

Promote Effective Prevention and Treatment of

Preventive Care.

Chronic Disease

Management of Chronic Conditions.

Prevention, Treatment, and Management of Mental Health.

Prevention and Treatment of Opioid and Substance Use Disorders.

Risk Adjusted Mortality.

of Healthy Living

Work with Communities to Promote Best Practices

Equity of Care.

Community Engagement.

Make Care Affordable

Appropriate Use of Healthcare.

Patient-focused Episode of Care.

Risk Adjusted Total Cost of Care.

By including Meaningful Measures in
our programs, we stated our belief that
we can also address the following cross-
cutting measure criteria:

¢ Eliminating disparities;

e Tracking measurable outcomes and
impact;

e Safeguarding public health;

e Achieving cost savings;

¢ Improving access for rural
communities; and

¢ Reducing burden.

We also stated the we believe that the
Meaningful Measures Initiative will
improve outcomes for patients, their
families, and health care providers
while reducing burden and costs for
clinicians and providers and promoting
operational efficiencies.

II. Background
A. Statutory Background

1. Home Health Prospective Payment
System

a. Background

The Balanced Budget Act of 1997
(BBA) (Pub. L. 105-33, enacted August
5, 1997), significantly changed the way
Medicare pays for Medicare home
health services. Section 4603 of the BBA
mandated the development of the HH
PPS. Until the implementation of the
HH PPS on October 1, 2000, HHAs
received payment under a retrospective
reimbursement system.

Section 4603(a) of the BBA mandated
the development of a HH PPS for all
Medicare-covered home health services
provided under a plan of care (POC) that
were paid on a reasonable cost basis by
adding section 1895 of the Act, entitled
“Prospective Payment For Home Health

Services.” Section 1895(b)(1) of the Act
requires the Secretary to establish a HH
PPS for all costs of home health services
paid under Medicare. Section 1895(b)(2)
of the Act requires that, in defining a
prospective payment amount, the
Secretary will consider an appropriate
unit of service and the number, type,
and duration of visits provided within
that unit, potential changes in the mix
of services provided within that unit
and their cost, and a general system
design that provides for continued
access to quality services.

Section 1895(b)(3)(A) of the Act
requires the following: (1) The
computation of a standard prospective
payment amount that includes all costs
for HH services covered and paid for on
a reasonable cost basis, and that such
amounts be initially based on the most
recent audited cost report data available
to the Secretary (as of the effective date
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of the 2000 final rule), and (2) the
standardized prospective payment
amount be adjusted to account for the
effects of case-mix and wage levels
among HHAs.

Section 1895(b)(3)(B) of the Act
requires the standard prospective
payment amounts be annually updated
by the home health applicable
percentage increase. Section 1895(b)(4)
of the Act governs the payment
computation. Sections 1895(b)(4)(A)(i)
and (b)(4)(A)(ii) of the Act require the
standard prospective payment amount
to be adjusted for case-mix and
geographic differences in wage levels.
Section 1895(b)(4)(B) of the Act requires
the establishment of an appropriate
case-mix change adjustment factor for
significant variation in costs among
different units of services.

Similarly, section 1895(b)(4)(C) of the
Act requires the establishment of wage
adjustment factors that reflect the
relative level of wages, and wage-related
costs applicable to home health services
furnished in a geographic area
compared to the applicable national
average level. Under section
1895(b)(4)(C) of the Act, the wage-
adjustment factors used by the Secretary
may be the factors used under section
1886(d)(3)(E) of the Act.

Section 1895(b)(5) of the Act gives the
Secretary the option to make additions
or adjustments to the payment amount
otherwise paid in the case of outliers
due to unusual variations in the type or
amount of medically necessary care.
Section 3131(b)(2) of the Affordable
Care Act revised section 1895(b)(5) of
the Act so that total outlier payments in
a given year would not exceed 2.5
percent of total payments projected or
estimated. The provision also made
permanent a 10 percent agency-level
outlier payment cap.

In accordance with the statute, as
amended by the BBA, we published a
final rule in the July 3, 2000 Federal
Register (65 FR 41128) to implement the
HH PPS legislation. The July 2000 final
rule established requirements for the
new HH PPS for home health services
as required by section 4603 of the BBA,
as subsequently amended by section
5101 of the Omnibus Consolidated and
Emergency Supplemental
Appropriations Act for Fiscal Year 1999
(OCESAA), (Pub. L. 105-277, enacted
October 21, 1998); and by sections 302,
305, and 306 of the Medicare, Medicaid,
and SCHIP Balanced Budget Refinement
Act of 1999, (BBRA) (Pub. L. 106-113,
enacted November 29, 1999). The
requirements include the
implementation of a HH PPS for home
health services, consolidated billing
requirements, and a number of other

related changes. The HH PPS described
in that rule replaced the retrospective
reasonable cost-based system that was
used by Medicare for the payment of
home health services under Part A and
Part B. For a complete and full
description of the HH PPS as required
by the BBA, see the July 2000 HH PPS
final rule (65 FR 41128 through 41214).

Section 5201(c) of the Deficit
Reduction Act of 2005 (DRA) (Pub. L.
109-171, enacted February 8, 2006)
added new section 1895(b)(3)(B)(v) to
the Act, requiring HHAs to submit data
for purposes of measuring health care
quality, and linking the quality data
submission to the annual applicable
payment percentage increase. This data
submission requirement is applicable
for CY 2007 and each subsequent year.
If an HHA does not submit quality data,
the home health market basket
percentage increase is reduced by 2
percentage points. In the November 9,
2006 Federal Register (71 FR 65884,
65935), we published a final rule to
implement the pay-for-reporting
requirement of the DRA, which was
codified at §484.225(h) and (i) in
accordance with the statute. The pay-
for-reporting requirement was
implemented on January 1, 2007.

The Affordable Care Act made
additional changes to the HH PPS. One
of the changes in section 3131 of the
Affordable Care Act is the amendment
to section 421(a) of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) (Pub.
L. 108-173, enacted on December 8,
2003) as amended by section 5201(b) of
the DRA. Section 421(a) of the MMA, as
amended by section 3131 of the
Affordable Care Act, requires that the
Secretary increase, by 3 percent, the
payment amount otherwise made under
section 1895 of the Act, for HH services
furnished in a rural area (as defined in
section 1886(d)(2)(D) of the Act) with
respect to episodes and visits ending on
or after April 1, 2010, and before
January 1, 2016.

Section 210 of the Medicare Access
and CHIP Reauthorization Act of 2015
(Pub. L. 114-10) (MACRA) amended
section 421(a) of the MMA to extend the
3 percent rural add-on payment for
home health services provided in a rural
area (as defined in section 1886(d)(2)(D)
of the Act) through January 1, 2018. In
addition, section 411(d) of MACRA
amended section 1895(b)(3)(B) of the
Act such that CY 2018 home health
payments be updated by a 1 percent
market basket increase. Section
50208(a)(1) of the BBA of 2018 again
extended the 3 percent rural add-on
through the end of 2018. In addition,
this section of the BBA of 2018 made

some important changes to the rural
add-on for CYs 2019 through 2022, to be
discussed later in this final rule with
comment period.

B. Current System for Payment of Home
Health Services

Generally, Medicare currently makes
payment under the HH PPS on the basis
of a national, standardized 60-day
episode payment rate that is adjusted for
the applicable case-mix and wage index.
The national, standardized 60-day
episode rate includes the six home
health disciplines (skilled nursing,
home health aide, physical therapy,
speech-language pathology,
occupational therapy, and medical
social services). Payment for non-
routine supplies (NRS) is not part of the
national, standardized 60-day episode
rate, but is computed by multiplying the
relative weight for a particular NRS
severity level by the NRS conversion
factor. Payment for durable medical
equipment covered under the HH
benefit is made outside the HH PPS
payment system. To adjust for case-mix,
the HH PPS uses a 153-category case-
mix classification system to assign
patients to a home health resource
group (HHRG). The clinical severity
level, functional severity level, and
service utilization are computed from
responses to selected data elements in
the OASIS assessment instrument and
are used to place the patient in a
particular HHRG. Each HHRG has an
associated case-mix weight which is
used in calculating the payment for an
episode. Therapy service use is
measured by the number of therapy
visits provided during the episode and
can be categorized into nine visit level
categories (or thresholds): 0 to 5; 6; 7 to
9;10; 11 to 13; 14 to 15; 16 to 17; 18
to 19; and 20 or more visits.

For episodes with four or fewer visits,
Medicare pays national per-visit rates
based on the discipline(s) providing the
services. An episode consisting of four
or fewer visits within a 60-day period
receives what is referred to as a low-
utilization payment adjustment (LUPA).
Medicare also adjusts the national
standardized 60-day episode payment
rate for certain intervening events that
are subject to a partial episode payment
adjustment (PEP adjustment). For
certain cases that exceed a specific cost
threshold, an outlier adjustment may
also be available.

C. Updates to the Home Health
Prospective Payment System

As required by section 1895(b)(3)(B)
of the Act, we have historically updated
the HH PPS rates annually in the
Federal Register. The August 29, 2007



Federal Register/Vol. 83,

No. 219/ Tuesday, November 13, 2018 /Rules and Regulations

56413

final rule with comment period set forth
an update to the 60-day national
episode rates and the national per-visit
rates under the HH PPS for CY 2008.
The CY 2008 HH PPS final rule
included an analysi