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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 510 and 512
[CMS—-5519—F]
RIN 0938—-AS90

Medicare Program; Advancing Care
Coordination Through Episode
Payment Models (EPMs); Cardiac
Rehabilitation Incentive Payment
Model; and Changes to the
Comprehensive Care for Joint
Replacement Model (CJR)

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

SUMMARY: This final rule implements
three new Medicare Parts A and B
episode payment models, a Cardiac
Rehabilitation (CR) Incentive Payment
model and modifications to the existing
Comprehensive Care for Joint
Replacement model under section
1115A of the Social Security Act. Acute
care hospitals in certain selected
geographic areas will participate in
retrospective episode payment models
targeting care for Medicare fee-for-
service beneficiaries receiving services
during acute myocardial infarction,
coronary artery bypass graft, and
surgical hip/femur fracture treatment
episodes. All related care within 90
days of hospital discharge will be
included in the episode of care. We
believe these models will further our
goals of improving the efficiency and
quality of care for Medicare
beneficiaries receiving care for these
common clinical conditions and
procedures.

DATES: Effective dates: This rule is
effective February 18, 2017, except for
the following amendatory instructions:
number 3 amending 42 CFR 510.2;
number 4 adding 42 CFR 510.110;
number 6 amending 42 CFR 510.120;
number 14 amending 42 CFR 510.405;
number 15 42 CFR 510.410; number 16
revising 42 CFR 510.500; number 17
revising 42 CFR 510.505; number 18
adding 42 CFR 510.506; and number 19
amending 42 CFR 510.515, which are
effective July 1, 2017.

Applicability date: The regulations at
42 CFR part 512 are applicable July 1,
2017.

FOR FURTHER INFORMATION CONTACT: For
questions related to the EPMs:
EPMRULE@cms.hhs.gov.

For questions related to the CJR

model: CJR@cms.hhs.gov.

SUPPLEMENTARY INFORMATION:

Electronic Access

This Federal Register document is
also 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/.

Alphabetical List of Acronyms

Because of the many terms to which
we refer by acronym, abbreviation, or
short form in this final rule, we are
listing the acronyms, abbreviations and
short forms used and their
corresponding terms in alphabetical
order.

ACE Acute-care episode

ACO Accountable Care Organization

ALOS Average length of stay

AMA American Medical Association

AMI  Acute Myocardial Infarction

APM Alternative Payment Model

APRN Advanced Practice Registered Nurse

ASC QRP Ambulatory Surgical Center
Quality Reporting Program

ASC Ambulatory Surgical Center

ASPE Assistant Secretary for Planning and
Evaluation

BAA Business Associate Agreement

BPCI Bundled Payments for Care
Improvement

CABG Coronary Artery Bypass Graft

CAD Coronary artery disease

CAH Critical access hospital

CBSA Core-Based Statistical Area

CC Complication or comorbidity

CCDA Consolidated clinical document
architecture

CCDE Core clinical data elements

CCN CMS  Certification Number

CEC Comprehensive ESRD Care Initiative

CEHRT Certified Electronic Health Record
Technology

CEP Clinical Episode Payment

CFR Code of Federal Regulations

CHIP Children’s Health Insurance Program

CJR Comprehensive Care for Joint
Replacement

CMHC Community Mental Health Center

CMI Case Mix Index

CMP Civil monetary penalty

CQMC Core Quality Measure Collaborative

CMS Centers for Medicare & Medicaid
Services

CoP Condition of Participation

CORF Comprehensive Outpatient
Rehabilitation Facility

CPC Comprehensive Primary Care Initiative

CPT Current Procedural Terminology

CR Cardiac rehabilitation

CRNA Certified Registered Nurse
Anesthetists

CSA Combined Statistical Area

CVICU Cardiovascular intensive care units

CY Calendar year

DES Drug-eluting stents

DME Durable medical equipment

DMEPOS Durable medical equipment,
prosthetics, orthotics, and supplies

DR Downside Risk

DSH Disproportionate Share Hospital

DUA Data Use Agreement

ED Emergency Department

ECMO Extracorporeal membrane
circulation

ECQM Electronic Clinical Quality Measures

EFT Electronic funds transfer

EGM Episode Grouper for Medicare

EHR Electronic health record

E/M Evaluation and management

EPM Episode payment model

ESCO ESRD Seamless Care Organization

ESRD End-Stage Renal Disease

FFS Fee-for-service

FFR Fractional Flow Reserve

GAAP Generally-Accepted Accounting
Principles

GEM General Equivalence Mapping

GPCI  Geographic Practice Cost Index

HAC Hospital-Acquired Condition

HACRP Hospital-Acquired Condition
Reduction Program

HCAHPS Hospital Consumer Assessment of
Healthcare Providers and Systems

HCC Hierarchical Condition Category

HCPCS Healthcare Common Procedure
Coding System

HHA Home health agency

HHPPS Home Health Prospective Payment
System

HHRG Home Health Resource Group

HHS U.S. Department of Health and Human
Services

HH QRP Home Health Quality Reporting
Program

HICN Health Insurance Claim Number

HIPAA Health Insurance Portability and
Accountability Act

HIQR Hospital Inpatient Quality Reporting

HIV Human Immunodeficiency Virus

Health IT Health Information Technology

HLM Hierarchical Logistic Regression
model

HLMR HCAHPS Linear Mean Roll Up

HOOS Hip Dysfunction and Osteoarthritis
Outcome Score

HOPD Hospital outpatient department

HRRP Hospital Readmissions Reductions
Program

HRR Hospital Referral Region

HVBP Hospital Value-Based Purchasing
Program

ICD-9-CM International Classification of
Diseases, 9th Revision, Clinical
Modification

ICHOM International Consortium for Health
Outcomes Measurement

IRFQR Inpatient Rehabilitation Facilities
Quality Reporting

ICD Implantable Cardioverter Defibrillator

ICD-10-CM International Classification of
Diseases, 10th Revision, Clinical
Modification

ICR Intensive Cardiac Rehabilitation

I-I Inpatient to inpatient transfer

IME Indirect medical education

IP Inpatient

IPF Inpatient psychiatric facility

IPF QRP Inpatient Psychiatric Facility
Quality Reporting Program

IPPS Inpatient Prospective Payment System

IRF Inpatient rehabilitation facility

IRF QRP Inpatient Rehabilitation Facility
Quality Reporting Program

IVR Active Interactive Voice Recognition

KOOS Knee Injury and Osteoarthritis
Outcome Score
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LAN Healthcare Payment Learning and
Action Network

LBBB Left bundled branch block

LEJR Lower-extremity joint replacement

LEP limited English proficiency

LIP Low-income percentage

LOS Length-of-stay

LTCH QRP Long-Term Care Hospital
Quality Reporting Program

LTCH Long-term care hospital

LUPA Low-utilization payment adjustment

MA Medicare Advantage

MAC Medicare Administrative Contractor

MACRA Medicare Access and CHIP
Reauthorization Act of 2015

MAP Measure Application Partnership

MAPCP Multi-Payer Advanced Primary
Care Practice

MAT Measure Authoring Tool

MCC Major complications or comorbidities

MCCM Medicare Care Choices Model

MDC Major diagnostic category

MDH Medicare-Dependent Hospital

MDM Master Database Management

MedPAC Medicare Payment Advisory
Commission

MIPS Merit-based Incentive Payment
System

MP Malpractice

MSA Metropolitan Statistical Area

MS-DRG Medical Severity Diagnosis-
Related Group

MSPB Medicare Spending Per Beneficiary

NHDS National Hospital Discharge Survey

NCDR National Cardiovascular Data
Registry

NDR No Downside Risk

NPI National Provider Identifier

NPPGP Non-Physician Practitioner Group
Practice

NPRA Net Payment Reconciliation Amount

NQF National Quality Forum

NSTEMI Non ST-elevation myocardial
infarction

OCM Oncology Care Model

OIG Department of Health and Human
Services’ Office of the Inspector General

O-I Outpatient-to-inpatient transfer

OPPS Outpatient Prospective Payment
System

OPT Outpatient Physical Therapist

OQR Outpatient Quality Reporting

PACE Program of All-Inclusive Care for the
Elderly

PBPM Per-beneficiary per-month

PCI Percutaneous Coronary Intervention

PCMH Primary Care Medical Homes

PE Practice Expense

PEP Partial Episode Payment

PFS Physician Fee Schedule

PGP Physician group practice

PHA Partial hip arthroplasty

PQRS Physician Quality Reporting System

PPS Prospective Payment System

PRO Patient-Reported Outcome

PROMIS Patient-Reported Outcomes
Measurement Information Systems

PROM Patient-Reported Outcome
Performance Measure

PTAC Focused Payment Model Technical
Advisory Committee

PTCA Percutaneous transluminal coronary
angioplasty

PY Performance year

QCDR Qualified clinical data registries

QE Qualified Entity

QIO Quality Improvement Organization

QP Qualifying APM Participant

QPP Quality Payment Program

QRDA Quality Reporting Document
Architecture

QRUR Quality and Resource Use Reports

RAC Recovery Audit Contractor

RRC Rural Referral Center

RSCR Risk-Standardized Complication Rate

RSRR Risk-Standardized Readmission Rate

RSMR Risk-Standardized Mortality Rate

RVU Relative Value Unit

SCH Sole Community Hospital

SDS Socio-demographic Status

SFT Secure File Transfer

SHFFT Surgical hip/femur fracture
treatment

SHIP State Health Insurance Assistance
Programs

SILS2 Single Item Health Literacy
Screening

SLA Service level agreement

SNF Skilled nursing facility

SNF-QRP QRP Skilled Nursing Facility
Quality Reporting Program

SSDMF  Social Security Death Master file

STEMI ST-elevation myocardial infarction

STS Society of Thoracic Surgeons

ST-T ST-segment-T wave

TEP Technical Expert Panel

TGP Therapy Group Practice

THA Total hip arthroplasty

TIN Taxpayer identification number

TJA Total joint arthroplasty

TKA Total knee arthroplasty

TP Target price

UHDDS Uniform Hospital Discharge Data
Set

VAD Ventricular Assist Device

VBP Value Based Purchasing

VR-12 Veterans Rand 12 Item Health
Survey
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Process for Reconciliation

Net Payment Reconciliation Amount

(NPRA)

Payment Reconciliation

Reconciliation Report

Adjustments for Overlaps With Other

Innovation Center Models and CMS

Programs
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Performance Methodology

(a) AMI Model Pay-for-Performance
Methodology
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(3) SHFFT Model Pay-for-Performance
Methodology
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(e) Risk-Adjustment

(f) Calculating the Risk-Standardized
Mortality Ratio (RSMR) and Performance
Period

(2) Excess Days in Acute Care After
Hospitalization for Acute Myocardial
Infarction (AMI Excess Days)

(a) Background

(b) Data Sources

(c) Cohort

(d) Inclusion and Exclusion Criteria

(e) Risk-Adjustment

(f) Calculating the Rate and Performance
Period

(3) Hybrid Hospital 30-Day, All-Gause,
Risk-Standardized Mortality Rate
Following Acute Myocardial Infarction
(AMI) Hospitalization (NQF #2473)
(Hybrid AMI Mortality)

(a) Background

(b) Data Sources

(c) Cohort

(d) Inclusion and Exclusion Criteria

(e) Risk-Adjustment

(f) Calculating the Risk-Standardized
Mortality Ratio (RSMR) and Performance
Period

(g) Requirements for Successful
Submission of AMI Voluntary Data

b. CABG Model-Specific Measure

(1) Hospital 30-Day, All-Cause, Risk-
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(b) Data Source

(c) Cohort
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(e) Risk-Adjustment

(f) Calculating the Risk-Standardized
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c. SHFFT Model-Specific Measures
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(THA) and/or Total Knee Arthroplasty
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Complications)
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(b) Data Sources
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(c) Cohort

(d) Inclusion and Exclusion Criteria

(e) Risk Adjustment

(f) Calculating the Risk Standardized
Complication Rate and Performance
Period

(2) Hospital-Level Performance Measure(s)
of Patient-Reported Outcomes Following
Elective Primary Total Hip and/or Total
Knee Arthroplasty

(a) Background

(b) Data Sources

(c) Cohort

(d) Inclusion and Exclusion Criteria

(e) Outcome

(f) Risk Adjustment (If Applicable)

(g) Calculating the Risk Standardized Rate

(h) Performance Period for Successful
Submission of THA/TKA Patient-
Reported Outcome-Based Voluntary Data

(i) Requirements for Successful Submission
of THA/TKA Patient-Reported-Outcome-
Based Voluntary Data

d. Measure Used for All EPMs

(1) Hospital Consumer Assessment of

Healthcare Providers and Systems

(HCAHPS) Survey (NQF #0166)

(a) Background

(b) Data Sources

(c) Cohort

(d) Inclusion and Exclusion Criteria

(e) Case-Mix Adjustment

(f) HCAHPS Scoring

(g) Calculating the Rate and Performance
Period

e. Potential Future Measures

5. Form, Manner, and Timing of Quality
Measure Data Submission

6. Display of Quality Measures and
Availability of Information for the Public
From the AMI, CABG, and SHFFT
Models

F. Compliance Enforcement and
Termination of an Episode Payment
Model

1. Overview and Background

2. Compliance Enforcement for EPMs

3. Termination of an Episode Payment
Model

G. Monitoring and Beneficiary Protection

1. Introduction and Summary

2. Beneficiary Choice

3. Beneficiary Notification

4. Monitoring for Access To Care

5. Monitoring for Quality of Care

6. Monitoring for Delayed Care

H. Access to Records and Record Retention

I. Financial Arrangements Under EPM

1. Background

2. Overview of the EPM Financial
Arrangements

3. EPM CGollaborators

4. Sharing Arrangements Under EPM

a. General

b. Requirements

c. Gainsharing Payment, Alignment
Payment, and Internal Cost Savings
Conditions and Restrictions

d. Documentation Requirements

5. Distribution Arrangements Under the
EPM

a. General

b. Requirements

6. Downstream Distribution Arrangements
Under the EPM

a. General

b. Requirements
7. Summary of Proposals for Sharing,
Distribution, and Downstream
Distribution Arrangements Under the
EPM
8. Enforcement Authority
9. Beneficiary Engagement Incentives
Under the EPM
a. General
b. Technology Provided to an EPM
Beneficiary
c. Clinical Goals of the EPM
d. Documentation of Beneficiary Incentives
10. Compliance With Fraud and Abuse
Laws
J. Waivers of Medicare Program
Requirements
1. Overview
2. Summary of Waivers Adopted Under the
CJR Model
. Analysis of Current Model Data
. Analysis of Waiver Usage
. Analysis of Discharge Destination—Post-
Acute Care Usage
. Analysis of Hospital Mean Length of
Stay Data
. Post-Discharge Home Visits
. AMI Model
. CABG Model
. SHFFT Model
. Billing and Payment for Telehealth
Services
. SNF 3-Day Rule
. Waiver of SNF 3-Day Rule
. Additional Beneficiary Protections
Under the SNF 3-Day Stay Rule Waiver
7. Waivers of Medicare Program Rules To
Allow Reconciliation Payment or
Repayment Actions Resulting From the
Net Payment Reconciliation Amount
8. New Waiver for Providers and Suppliers
of Cardiac Rehabilitation and Intensive
Cardiac Rehabilitation Services
Furnished to EPM Beneficiaries During
an AMI or CABG Episode
K. Data Sharing
1. Overview
2. Beneficiary Claims Data
3. Aggregate Regional Data
4. Timing and Period of Baseline Data
5. Frequency and Period of Claims Data
Updates for Sharing Beneficiary-
Identifiable Claims Data During the
Performance Period
6. Legal Permission To Share Beneficiary-
Identifiable Data
7. Data Considerations With Respect to
EPM and CJR Collaborators
L. Coordination With Other Agencies
IV. Evaluation Approach
A. Background
B. Design and Evaluation Methods
C. Data Collection Methods
D. Key Evaluation Research Questions
E. Evaluation Period and Anticipated
Reports
V. Comprehensive Care for Joint Replacement
Model
A. Participant Hospitals in the CJR Model
B. Inclusion of Reconciliation and
Repayment Amounts When Updating
Data for Quality-Adjusted Target Prices
C. Quality-Adjusted Target Price
D. Reconciliation
1. Hospital Responsibility for Increased
Post-Episode Payments

o] oo w

GO T

o2}

oo

\S)

. ACO Overlap and Subsequent
Reconciliation Calculation
3. Stop-Loss and Stop-Gain Limits
4. Modifications to Reconciliation Process
E. Use of Quality Measures and the
Composite Quality Score
. Hospitals Included in Quality
Performance Distribution
Quality Improvement Points
. Relationship of Composite Quality Score
to Quality Categories
4. Maximum Composite Quality Score
. Acknowledgement of Voluntary Data
Submission
6. Calculation of the HCAHPS Linear Mean
Roll-Up (HLMR) Score
F. Accounting for Overlap With CMS ACO
Models and the Medicare Shared Savings
Program
G. Appeals Process
H. Beneficiary Notification
I. Compliance Enforcement
1. Failure To Comply
J. Financial Arrangements Under the CJR
Model
1. Definitions Related to Financial
Arrangements
a. Addition to the Definition of CJR
Collaborators
b. Deleting the Term Collaborator
Agreements
. Addition of CJR Activities
. Sharing Arrangements
. General
Requirements
Gainsharing Payment, Alignment
Payment, and Internal Cost Savings
Conditions and Restrictions
Documentation
Distribution Arrangements
General
Requirements
Downstream Distribution Arrangements
Under the CJR Model
General
Requirements
Summary of Proposals for Sharing,
Distribution, and Downstream
Distribution Arrangements Under the
CJR Model
K. Beneficiary Incentives Under the CJR
Model
L. Access to Records and Record Retention
M. Waivers of Medicare Program Rules To
Allow Reconciliation Payment or
Repayment Actions Resulting From the
Net Payment Reconciliation Amount
N. SNF 3-Day Waiver Beneficiary
Protections
0. Advanced Alternative Payment Model
Considerations
1. Overview for CJR
2. CJR Participant Hospital Track
3. Clinician Financial Arrangements Lists
Under the CJR Model
4. Documentation Requirements
VI. Cardiac Rehabilitation Incentive Payment
Model
A. Background
B. Overview of the CR Incentive Payment
Model
1. Rationale for the CR Incentive Payment
Model
2. General Design of the CR Incentive
Payment Model
C. CR Incentive Payment Model
Participants

N

)

ol

oo N

B TR wa

oo



184

Federal Register/Vol. 82, No. 1/Tuesday, January 3, 2017/Rules and Regulations

D. CR/ICR Services That Count Towards
CR Incentive Payments
E. Determination of CR Incentive Payments
1. Determination of CR Amounts That Sum
To Determine a CR Incentive Payment
2. Relation of CR Incentive Payments to
EPM Pricing and Payment Policies and
Sharing Arrangements for EPM—CR
Participants
3. CR Incentive Payment Report
4. Timing for Making CR Incentive
Payments
F. Provisions for FFS—CR Participants
1. Access to Records and Retention for
FFS—CR Participants
2. Appeals Process for FFS—CR Participants
a. Overview
b. Notice of Calculation Error (First Level
Appeal)
c. Dispute Resolution Process (Second
Level of Appeal)
d. Exception to the Notice of Calculation
Error Process and Notice of Termination
e. Limitations on Review
3. Data Sharing for FFS—CR Participants
a. Overview
b. Data Sharing With CR Participants
4. Compliance Enforcement for FFS—-CR
Participants and Termination of the CR
Incentive Payment Model
5. Enforcement Authority for FFS—CR
Participants
6. Beneficiary Engagement Incentives for
FFS—CR Participants
7. Waiver of Physician Definition for FFS—
CR Participants Furnishing CR and ICR
Services
a. Overview of Program Rule Waivers
Under an EPM
b. General Physician Requirements for
Furnishing CR/ICR Services
¢. Waiver of Physician Definition For
EPM-CR Participants Furnishing CR and
ICR Services
d. Waiver of Physician Definition For FFS—
CR Participants Furnishing CR and ICR
Services
G. Considerations Regarding Financial
Arrangements Under the CR Incentive
Payment Model
VII. Collection of Information Requirements
VIIL Regulatory Impact Analysis
A. Statement of Need
. Need for EPM Final Rule
. Need for CJR Modifications
. Need for CR Incentive Payment Model
. Aggregate Impact of EPMs, CJR, and CR
Incentive Payment Model
. Overall Impact
. Anticipated Effects
. Overall Magnitude of the Model and Its
Effects on the Market
EPMs
.CJR
CR Incentive Payment Model
. Aggregate Effects on the Market
. Effects on the Medicare Program
EPMs
) Assumptions and Uncertainties
) Analyses
) Uncertainties
b. CJR
(1) Assumptions and Uncertainties
(2) Analyses
c. CR Incentive Payment Model
(1) Assumptions and Uncertainties

,OW hwnR

oe

N Ao

SES®

(2) Analysis

d. Further Consideration

3. Effects on Beneficiaries

4. Effects on Small Rural Hospitals
5. Effects on Small Entities

6. Effects on Collection of Information
7. Unfunded Mandates

D. Alternatives Considered

E. Accounting Statement and Table
F. Conclusion

Regulations Text

I. Executive Summary

A. Purpose

The purpose of this final rule—
Advancing Care Coordination through
Episode Payment Models is to
implement the creation and testing of
three new episode payment models
(EPMs) and a Cardiac Rehabilitation
(CR) incentive payment model under
the authority of the Center for Medicare
and Medicaid Innovation (‘“the
Innovation Center”), as well as to
implement several modifications to the
Comprehensive Care for Joint
Replacement model. Section 1115A of
the Social Security Act (“the Act”)
authorizes the Innovation Center to test
innovative payment and service-
delivery models to reduce Medicare,
Medicaid, and Children’s Health
Insurance Program (CHIP) expenditures
while preserving or enhancing the
quality of care furnished to such
programs’ beneficiaries. Under the fee-
for-service (FFS) program, Medicare
makes separate payments to providers
and suppliers for the items and services
furnished to a beneficiary over the
course of treatment (an episode of care).
With the amount of payments
dependent on the volume of services
delivered, providers may not have
incentives to invest in quality-
improvement and care-coordination
activities. As a result, care may be

fragmented, unnecessary, or duplicative.

The goal for the EPMs is to improve the
quality of care provided to beneficiaries
in an applicable episode while reducing
episode spending through financial
accountability.? The EPMs include
models for episodes of care surrounding
an acute myocardial infarction (AMI),
coronary artery bypass graft (CABG),
and surgical hip/femur fracture
treatment excluding lower extremity
joint replacement (SHFFT). Under this
final rule, the Centers for Medicare &
Medicaid Services (CMS) will test
whether an EPM for AMI, CABG, and
SHFFT episodes of care will reduce
Medicare expenditures while preserving
or enhancing the quality of care for

11In this final rule, we use the terms “AMI
episode,” “CABG episode,” and “SHFFT episode”
to refer to episodes of care as described in section
II.C. of this final rule.

Medicare beneficiaries. We anticipate
that the finalized models will benefit
Medicare beneficiaries by improving the
coordination and transition of care,
improving the coordination of items and
services paid for through FFS Medicare,
encouraging more provider investment
in infrastructure and redesigned care
processes for higher-quality and more
efficient service delivery, and
incentivizing higher-value care across
the inpatient and post-acute care
spectrum. We proposed on August 2,
2016 to test the proposed EPMs for 5
performance years, beginning July 1,
2017, and ending December 31, 2021 (81
FR 50799) and we are finalizing those
dates as proposed in this final rule.

Within this final rule, we discuss
three distinct EPMs focused on episodes
of care for AMI, CABG, and SHFFT
episodes. We chose these episodes for
the models because, as discussed in
depth in section III.A. of this final rule
and as stated in the proposed rule, we
believe hospitals would have a
significant opportunity to redesign care
and to improve the quality of care
furnished during the applicable episode.
The EPMs will enable hospitals to
consider the most appropriate strategies
for care redesign, including: (1)
Increasing post-hospitalization follow-
up and medical management for
patients; (2) coordinating across the
inpatient and post-acute care spectrum;
(3) conducting appropriate discharge
planning; (4) improving adherence to
treatment or drug regimens; (5) reducing
readmissions and complications during
the post-discharge period; (6) managing
chronic diseases and conditions that
may be related to the EPMs’ episodes;
(7) choosing the most appropriate post-
acute care setting; and (8) coordinating
between providers and suppliers such
as hospitals, physicians, and post-acute
care providers. The EPMs would offer
hospitals the opportunity to examine
and better understand their own care
processes and patterns with regard to
patients in AMI, CABG, and SHFFT
episodes, as well as the processes of
post-acute care providers and
physicians.

We previously have used our
statutory authority under section 1115A
of the Act to test other episode payment
models such as the Bundled Payments
for Care Improvement (BPCI) initiative
and Comprehensive Care for Joint
Replacement (CJR) model. Bundled
payments for multiple services in an
episode of care hold participating
organizations financially accountable
for that episode of care. Such models
also allow participants to receive
payments based in part on the reduction
in Medicare expenditures that arise
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from such participants’ care redesign
efforts. This payment can be used for
investments in care redesign strategies
and infrastructure, as well as to
incentivize collaboration with other
providers and suppliers furnishing
services to beneficiaries included in the
models.

We believe the EPMs will further the
Innovation Center’s mission and the
Administration’s goal of increasingly
paying for value and outcomes, rather
than for volume alone,? by promoting
the alignment of financial and other
incentives for all health care providers
caring for beneficiaries during SHFFT,
CABG, or AMI episodes. The acute care
hospital where an eligible beneficiary
has a hospitalization for one of the
procedures or clinical conditions
included in these EPMs will be held
accountable for spending during the
episode of care. EPM participants could
earn reconciliation payments by
appropriately reducing expenditures
and meeting certain quality metrics.
EPM participants will also gain access
to data and educational resources to
better understand care patterns during
the inpatient hospitalization and post-
acute periods, as well as associated
spending. Payment approaches that
reward providers for assuming financial
and performance accountability for a
particular episode of care create
incentives for the implementation and
coordination of care redesign between
participants and other providers and
suppliers such as physicians and post-
acute care providers.

The AMI, CABG, and SHFFT models
will require the participation of
hospitals in multiple geographic areas
that might not otherwise participate in
testing episode payment for the
episodes of care. CMS is testing other
episode payment models with the BPCI
initiative and the CJR model. The BPCI
initiative is voluntary; providers applied
to participate and chose from 48 clinical
episodes. BPCI participants entered the
at-risk phase between 2013 and 2015
and have the option to continue
participating in the initiative through
FY 2018. In the CJR model, acute care
hospitals in selected geographic areas
are required to participate in the CJR
model for all eligible lower-extremity
joint replacement (LEJR) episodes that
initiate at a CJR participant hospital.
The CJR model began its first of 5
performance years on April 1, 2016.
Realizing the full potential of new EPMs
will require the engagement of an even
broader set of providers than have
participated to date in our episode
payment models such as the BPCI
initiative and the CJR model. As such,
we are interested in testing and

evaluating the impact of episode
payment for the three EPMs in a variety
of circumstances, including those
hospitals that may not otherwise
participate in such a test.

While we note that testing of the CJR
model that began in April 2016 will
allow CMS to gain experience with
requiring hospitals to participate in an
episode payment model, the clinical
circumstances of the episodes we
proposed (AMI, CABG, and SHFFT)
differ in important ways from the LEJR
episodes included in the CJR model.
LEJR procedures are common among the
Medicare population, and the majority
of such procedures are elective. In
contrast, under the three EPMs, CMS
will test episode payment for certain
cardiac conditions and procedures, as
well as SHFFT. We expect the patient
population included in these episodes
will be substantially different from the
patient population in CJR episodes, due
to the clinical nature of the cardiac and
SHFFT episodes. Beneficiaries in these
episodes commonly have chronic
conditions that contribute to the
initiation of the episodes, and need both
planned and unplanned care throughout
the EPM episode following discharge
from the hospitalization that begins the
episode. Both AMI and CABG model
episodes primarily include beneficiaries
with cardiovascular disease, a chronic
condition which likely contributed to
the acute events or procedures that
initiate the episodes. About half the
average AMI model historical episode
spending was for the hospitalization,
with the majority of spending following
discharge from the hospitalization due
to hospital readmissions, while there
was relatively less spending on SNF
services, Part B professional services,
and hospital outpatient services. In
CABG model historical episodes, about
three-quarters of episode spending was
for the hospitalization, with the
remaining episode spending relatively
evenly divided between Part B
professional services and hospital
readmissions, and a lesser percentage on
SNF services. Similar to AMI episodes,
post-acute care provider use was
relatively uncommon in CABG model
historical episodes, while hospital
readmissions during CABG model
historical episodes were relatively
common. SHFFT model historical
episodes also were accompanied by
substantial spending for hospital
readmissions, and post-acute care
provider use in these episodes also was
high.2 The number of affected

2Episodes for AMI, CABG, and SHFFT
beneficiaries initiated by all U.S. IPPS hospitals not
in Maryland and constructed using standardized

beneficiaries and potential impact of the
models on quality and Medicare
spending present an important
opportunity to further the
Administration’s goal of shifting health
care payments to support the quality of
care over the quantity of services by
promoting better coordination among
health care providers and suppliers and
greater efficiency in the care of
beneficiaries in these models, while
reducing Medicare expenditures.3 Pay-
for-performance episode payment
models such as the three EPMs in this
rule financially incentivize improved
quality of care and reduced cost by
aligning the financial incentives of all
providers and suppliers caring for
model beneficiaries with these goals.
This alignment leads to a heightened
focus on care coordination and
management throughout the episode
that prioritizes the provision of those
items and services which improve
beneficiary outcomes and experience at
the lowest cost. A more detailed
discussion of the evidence supporting
the episode selection for these models
can be found in section III.A.1. of this
final rule.

These models will also allow CMS to
gain additional experience with
episode-payment based approaches for
hospitals with variance in (1) historic
care and utilization patterns; (2) patient
populations and care patterns; (3) roles
within their local markets; (4) volumes
of services; (5) levels of access to
financial, community, or other
resources; and (6) levels of population
and health-care-provider density,
including local variations in the
availability and use of different
categories of post-acute care providers.
We believe that participation in the
EPMs by a large number of hospitals
with diverse characteristics will result
in a robust data set for evaluating this
payment approach and will stimulate
the rapid development of new evidence-
based knowledge. Testing the EPMs in
this manner will also allow us to learn
more about patterns of inefficient
utilization of health care services and
how to incentivize quality improvement
for beneficiaries receiving services in
AMI, CABG, and SHFFT episodes. This
knowledge could potentially inform
future Medicare payment policies.

We proposed the CR incentive
payment model to test the effects on

Medicare FFS Parts A and B claims, as proposed in
this rule that end in CY 2014.

3 Sylvia Mathews Burwell, HHS Secretary,
Progress Towards Achieving Better Care, Smarter
Spending, Healthier People, http://www.hhs.gov/
blog/2015/01/26/progress-towards-better-care-
msarter-spending-healthier-people.html (January
26, 2015).


http://www.hhs.gov/blog/2015/01/26/progress-towards-better-care-msarter-spending-healthier-people.html
http://www.hhs.gov/blog/2015/01/26/progress-towards-better-care-msarter-spending-healthier-people.html
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quality of care and Medicare
expenditures of providing financial
incentives to hospitals for beneficiaries
hospitalized for treatment of AMI or
CABG to encourage care coordination
and greater utilization of medically
necessary CR and intensive cardiac
rehabilitation (ICR) services for 90 days
post-hospital discharge where the
beneficiary’s overall care is paid under
either an EPM or the Medicare FFS
program. Despite the evidence from
multiple studies that CR services
improve health outcomes, the literature
also indicates that these services are
underutilized, estimating that only
about 35 percent of AMI patients older
than 50 receive this indicated
treatment. 56 Recent analysis confirms a
similar pattern of underutilization for
Medicare beneficiaries who are eligible
for and could benefit from CR.

Considering the evidence
demonstrating that CR/ICR services
improve long-term patient outcomes,
the room for improvement in CR/ICR
service utilization for beneficiaries
eligible for this benefit, and the need for
ongoing, chronic treatment for
underlying coronary artery disease
(CAD) among beneficiaries that have
had an AMI or a CABG, we believe that
there is a need for improved long-term
care management and care coordination
for beneficiaries that have had an AMI
or a CABG and that incentivizing the
use of CR/ICR services is an important
component of meeting this need. We
want to reduce barriers to high-value
care by testing a financial incentive for
hospitals that encourages the
management of beneficiaries that have
had an AMI or a CABG in ways that may
contribute to long-term improvements
in quality and reductions in Medicare
spending.

We sought public comment on the
proposals contained in the proposed
rule (81 FR 50794) published on August
2, 2016, and also on any alternatives
considered. Public comment and our
responses to those comments follow
under the applicable sections. The
applicable sections contain our
proposed policy changes, commenters’
reactions, and our responses.

We received approximately 175
timely pieces of correspondence
containing multiple comments on the
EPM proposed rule. We note that some
of these public comments were outside
of the scope of the proposed rule. These

5 Anderson L. et al. Exercise-based cardiac
rehabilitation for coronary heart disease. Cochrane
Database Syst Rev. 2016 Jan 5;1:CD001800.

6 Receipt of outpatient cardiac rehabilitation
among heart attack survivors—United States, 2005.
MMWR Morbidity and mortality weekly report.
2008 Feb 1:57(4):89-94.

out-of-scope public comments are
mentioned in this section but are not
addressed with the policy responses in
this final rule. The following is a
summary of the comments received on
the proposed model as a whole,
including the authority for the model
and general comments on CMS’
implementation of the EPM model at
this time and our responses.

Comment: Some commenters
expressed support for the proposed
EPMs and for requiring participation
from specific hospitals in the selected
geographic regions. Other commenters
requested whether CMS has the
authority under section 1115A of the
Social Security Act (the Act) to
implement the EPMs as proposed, while
others stated specifically that they
believe CMS cannot compel provider
participation and further stated that
they did not believe Congress intended
to delegate its authority to make
permanent changes to the Medicare
program to the Secretary through the
Innovation Center.

Many commenters raised concerns
that interpreting section 1115A to mean
that requiring participation in models is
permissible under statute holds
significant implications for the patients
and providers included in the proposed
EPMs, as required models could
negatively impact the Medicare Shared
Savings Program (Shared Savings
Program) and/or Accountable Care
Organizations (ACOs).

Response: While we appreciate the
support expressed by some commenters,
we disagree with the contention that the
Innovation Center lacks the authority to
test models under section 1115A of the
Act in which participation is required.
Section 1115A of the Act authorizes the
Secretary to test innovative payment
and service delivery models to reduce
program expenditures while preserving
or enhancing the quality of care
furnished to Medicare, Medicaid, and
Children’s Health Insurance Program
(CHIP) beneficiaries, and section 1115A
of the Act does not specify that
participation in models must be
voluntary. As discussed in section IV. of
this final rule, one of the reasons that
we have determined it is necessary to
test the EPM models by requiring the
participation of certain hospitals is to
obtain more generalizable evaluation
results.

Moreover, the Secretary has authority
to establish regulations to carry out the
administration of Medicare.
Specifically, the Secretary has authority
under both sections 1102 and 1871 of
the Act to implement regulations as
necessary to administer Medicare,
including testing these Medicare

payment and service delivery models.
We note that the EPMs will test different
methods for delivering and paying for
services covered under the Medicare
program, which the Secretary has clear
legal authority to regulate.

To be clear, we did not propose, and
are not finalizing, permanent changes to
Medicare, but rather are testing payment
and service delivery models under
section 1115A(b) of the Act. While the
EPMs require the participation of
certain participant hospitals, the EPMs
are not permanent changes to the
Medicare program. We acknowledge the
importance of examining the impact of
the EPMs as this test will implement
models at the geographic regional level.
The EPMs are thus intended to enable
CMS to test and evaluate the effects of
episode payment approaches on a
broader range of Medicare providers and
suppliers than would choose to
participate in an alternative payment
model. More specifically, the evaluation
is to conduct a multifaceted and multi-
pronged examination of issues of
quality, access, and consequences.
Randomized evaluation designs of this
kind helps to reduce the systematic
differences among hospitals that are and
are not participating in the EPMs, which
helps to ensure that, on average,
differences in outcomes between
participating and non-participating
hospitals reflect the impact of the
model. Testing these models in this
manner also allows us to learn more
about patterns of inefficient utilization
of health care services and how to
incentivize the improvement of quality
for AMI, CABG, and SHFFT procedure/
diagnosis episodes. This learning can
potentially inform future Medicare
payment policy.

We do not believe the EPMs will harm
the continuation of a permanent
Medicare program such as the Shared
Savings Program, We continue to
believe that while we test the EPMs,
ACOs will still work towards the goals
of the Shared Savings Program. These
goals have been previously described
(76 FR 67801) and include ensuring the
coordination of care for beneficiaries,
regardless of the time or place of that
care, being innovative in service
delivery by drawing upon the best, most
advanced models of care, and using
modern technologies, including
telehealth and electronic health records,
and other tools to continually reinvent
care in the modern age.

We refer to our discussion about ACO
overlap with the proposed EPMs that
was included in the proposed rule (81
FR 50870) and acknowledge the
concerns expressed by some ACOs that
the current CJR and BPCI ACO overlap
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policies deprive them of a key source of
savings. Because ACOs in certain types
of two-sided risk arrangements have
stronger incentives than those in one-
sided risk arrangements to reduce total
cost of care, especially given the
possibility of paying CMS shared losses,
we believe that ACOs in such two-sided
risk arrangements may be best
positioned to assume the risk associated
with EPM episodes, while ACOs in one-
sided risk arrangements may be less
well-positioned to do so. Furthermore, it
is more operationally feasible to identify
and exclude beneficiaries who are
prospectively aligned to ACOs.

Comment: One commenter believed
that the EPMs did not satisfy the
requirement that the model address “a
defined population for which there are
deficits in care leading to poor clinical
outcomes or potentially avoidable
costs” as is required by section
1115A(b)(2)(A) of the Act.

Response: Models tested under
section 1115A of the Act must address
a defined population for which there are
either deficits in care leading to poor
clinical outcomes or potentially
avoidable expenditures. As discussed in
section III.C. of the proposed rule (81 FR
50829-50843) and section III.C. of this
final rule, these models satisfy the
requirements of section 1115A(b) of the
Act, as the EPMs address defined
populations (FFS Medicare beneficiaries
experiencing acute myocardial
infarctions, coronary artery bypass
grafting procedures and/or surgical hip/
femur fracture treatment) for which
there are potentially avoidable
expenditure because there are no strong
incentives for coordinated care, which
can lead to suboptimal care. As
discussed in section IV. of this final
rule, one of the reasons that we have
determined it is necessary to require the
participation of hospitals in multiple
geographic areas that might not
otherwise participate in testing episode
payment for the episodes of care is to
provide more generalizable evaluation
results of the impacts of these models.

Comment: A few commenters asserted
that the SHFFT model is equivalent to
an expansion of the CJR model under
section 1115A(c) of the Act. The same
commenters stated that the SHFFT EPM
model test should not be finalized in
this rule as the CJR model has not yet
satisfied the requirements of section
1115A(c) of the Act. One commenter
stated that before implementing the
SHFFT EPM, CMS must first complete
the evaluation of the CJR model
required under section 1115A(b)(4) of
the Act; make the determinations
required under section 1115A(c)(1) and
(3) of the Act; and receive the

certification from the Chief Actuary
required under section 1115A(c)(2) of
the Act.

Response: Regarding the commenters’
assertion that the proposed SHFFT
model expands the CJR model prior to
the CJR evaluation, we note that this is
not the case. We agree that section
1115A of the Act establishes the
necessary criteria for the Secretary to
expand payment and service delivery
models. However, the SHFFT model we
are finalizing in this rule is not an
expansion of the CJR model under
section 1115A(c) of the Act. Rather, the
SHFFT EPM model is a new model test
under section 1115A(b) of the Act. The
CJR model is still at the initial model
test stage, and we will not make any
determinations about continuing the
CJR model test through expansion under
section 1115A(c) of the Act until there
is sufficient information from
evaluation(s) to assess its potential for
expansion. While the SHFFT EPM
model test complements the CJR model
test, it is a separate and distinct model
test. Specifically, the SHFFT model
differs from the CJR model in that the
CJR model is largely for planned
admissions for hip and knee
replacements and the episode of care
begins with an admission to a
participant hospital of a beneficiary who
is ultimately discharged under MS—-DRG
469 (Major joint replacement or
reattachment of lower extremity with
major complications or comorbidities)
or 470 (Major joint replacement or
reattachment of lower extremity without
major complications or comorbidities).
In contrast, the SHFFT model tests a
hospital payment for hip fixation and
the episode of care eventually results
from a discharge paid under MS-DRG
480 (Hip and femur procedures except
major joint with major complication or
comorbidity—CC), MS-DRG 481 (Hip
and femur procedures except major joint
with complication or comorbidity—
MCC), or MS-DRG 482 (Hip and femur
procedures except major joint without
CC or MCQC). Therefore, the
interventions under each model test
would not overlap. Further, the SHFFT
model test would give hospitals already
participating in the CJR model different
experience in managing care for hip and
femur fracture cases that typically
present emergently, rather than the
planned, elective surgery that is most
common for lower extremity joint
replacement. Despite this geographic
overlap, beneficiaries who initiate an
episode in either the SHFFT or CJR
model remain in that initial model and
are precluded from initiating a
simultaneous episode in the CJR or

SHFFT models respectively. As a result,
the evaluations of the CJR model and
the SHFFT model will assess the effect
of discrete episodes.

Comment: Some commenters
expressed support for the intended goals
of the EPMs, and stated they want to
contribute to moving our health care
system to a value-based system.
However, many commenters disagreed
with the process used by CMS to
achieve this goal. Specifically,
commenters stated that CMS moved too
fast and too soon in implementing these
models. Furthermore, commenters
believe that the breadth and speed of the
CMS models expanded exponentially.
Commenters stated that in situations
when multiple initiatives are being
implemented simultaneously, for
example Meaningful Use, new
conditions of participation for
emergency preparedness, multiple
clinical and payment changes to the
existing fee-for-service payment
systems, performance requirements of
payment reforms such as the MACRA,
and state regulatory changes to health
care, commenters stated that hospitals
may have little time or resources
available for thoughtful care redesigns
to be applied to the proposed model. A
few commenters noted that the
insurance marketplace in general
remains volatile, adding further
complication to the health care
landscape, while others believe
generally that CMS is putting the
existing initiatives’ success at risk as a
result of the proposed pace of
implementation of new programs and
models.

Commenters raised concerns that they
were unable to submit informed
comments on the proposed rule because
they did not have sufficient data on the
CJR model, making it difficult to assess
even early experience with the process
of implementation of models that
require participation. Other commenters
submitted statements of experience
related to implementation of the CJR
model, specifically that implementation
was administratively challenging due to
the need to first develop a process of
care redesign and then implement
operational changes related to efficiency
as well as specific provisions of the
model, including but not limited to
collaboration agreements, provisions for
beneficiary notifications, and data
analysis. As a result of this experience,
commenters requested that CMS delay
the implementation time line of the
EPMs. The alternative time lines
proposed by commenters varied. A few
commenters stated that it would be
unreasonable to implement a new
episode payment model before
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evaluation of the outcomes and
processes of existing bundled payment
models. Other commenters suggested
that CMS generally delay
implementation until the agency can
address concerns related to risk
adjustment, minimum volume
thresholds, comprehensiveness of
payment, and episode definitions.
Commenters believed that launching the
proposed models simultaneously will
require an incredible administrative
effort, which may hinder the ability to
effectively direct clinical resources
towards best practices for success. To
this end, commenters also suggested
alternative proposals, including but not
limited to reconsideration of
implementing cardiac EPMs; delay,
pilot, or narrow the scope of the
proposed SHFFT model; delay the start
date of the proposed EPMs until no
earlier than January 1, 2018; provide
hospitals with at least 12 months of
preparation time from the date the final
rule is finalized. Other commenters
believed hospitals should not be subject
to downside risk for at least 12 months
from the implementation date of the
final rule, and other commenters
suggested that CMS delay the onset of
downside risk beyond the first quarter
of performance year 2. Commenters
suggested CMS delay implementation to
allow both CMS and EPM participants
to prepare to be successful during
testing of the model. Specifically,
commenters stated that CMS should use
the delay to establish a dialogue with
hospitals to improve the existing
bundled payment experience, perform
outcomes studies on existing models
and programs, analyze the existing CJR
model to determine the model’s impact
to beneficiaries’ outcomes and longer
term well-being, and create
infrastructure to more easily attribute
patients to the EPMs. Commenters also
stated that such a delay would allow
time for EPM participants to better
understand the clinical and financial
risk of their patient populations, to
establish collaborator relationships and
to create the internal organization
structure to manage payment bundles. A
few commenters specifically suggested
changes in payment once the risk-
bearing phase begins, to allow a
prospective payment to the EPM
participants upon determination of an
eligible diagnosis, as this change could
permit all collaborating providers to
share in both the upside and downside
financial risk, and not be constrained by
what Medicare pays for services during
the episode. Overall, most commenters
requested that CMS generally apply a
more strategic process to achieve the

intended goals by building on the
experience to date to set the health care
system on a pathway to success rather
than rolling out new models before
anything concrete is gleaned from
existing models.

Response: We appreciate the
comments we received in support of our
proposed performance period and start
date. We also appreciate comments
expressing concerns around the timing
of this model. Although we believe that
it is important to initiate these EPMs
now since they are different than CJR
and BPCI and will provide essential
information about the potential for
episode payment to improve care and
lower spending, we are sensitive to
commenters’ concerns that our
proposed date to implement downside
risk may not provide sufficient time for
participants to implement the kinds of
changes needed to successfully
participate in the model, particularly
given the availability of baseline data.
Accordingly, this final rule will increase
available preparation time by not
implementing downside risk for all
participants in the EPMs until October
1, 2018. Downside risk for EPM
episodes will be applied to episodes
ending on or after January 1, 2019. As
discussed in detail in section IIL.D. of
this final rule, participants who are
interested in taking on downside risk
earlier can choose to begin downside
risk for episodes ending on or after
January 1, 2018. Additionally, specific
amendments to the regulations
regarding the CJR model access to
records and records retention policy,
compliance enforcement policy, and
waiver of the SNF 3 day rule will take
effect July 1, 2017. We refer readers to
sections V.H., V.I,, and V.L. of the final
rule for discussions of our final
decisions. We believe that these changes
will both facilitate participants’ abilities
to be successful under these models and
allow for a more gradual transition to
full financial responsibility under the
models. CMS will also continue to work
internally to determine the extent to
which the suggestions submitted by
commenters, including performing
education and outreach activities or
outcomes studies on existing models,
will impact the implementation of the
EPMs. The EPMs will only include a
limited number of episode types, and as
such we believe it is reasonable for
hospitals to begin to analyze data and
identify care patterns and o