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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 411, 412, 416, 419, 422,
423, and 424

[CMS-1613—P]
RIN 0938-AS15

Medicare and Medicaid Programs:
Hospital Outpatient Prospective
Payment and Ambulatory Surgical
Center Payment Systems and Quality
Reporting Programs; Physician-Owned
Hospitals: Data Sources for Expansion
Exception; Physician Certification of
Inpatient Hospital Services; Medicare
Advantage Organizations and Part D
Sponsors: Appeals Process for
Overpayments Associated With
Submitted Data

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

ACTION: Proposed rule.

SUMMARY: This proposed rule would
revise the Medicare hospital outpatient
prospective payment system (OPPS) and
the Medicare ambulatory surgical center
(ASC) payment system for CY 2015 to
implement applicable statutory
requirements and changes arising from
our continuing experience with these
systems. In this proposed rule, we
describe the proposed changes to the
amounts and factors used to determine
the payment rates for Medicare services
paid under the OPPS and those paid
under the ASC payment system. In
addition, this proposed rule would
update and refine the requirements for
the Hospital Outpatient Quality
Reporting (OQR) Program and the ASC
Quality Reporting (ASCQR) Program.

In this document, we also are
proposing changes to the data sources
used for expansion requests for
physician owned hospitals under the
physician self-referral regulations;
changes to the underlying authority for
the requirement of an admission order
for all hospital inpatient admissions and
changes to require physician
certification for hospital inpatient
admissions only for long-stay cases and
outlier cases; and changes to establish a
three-level appeals process for Medicare
Advantage (MA) organizations and Part
D sponsors that would be applicable to
CMS-identified overpayments
associated with data submitted by these
organizations and sponsors.

DATES: Comment Period: To be assured
consideration, comments on all sections
of this proposed rule must be received

at one of the addresses provided in the
ADDRESSES section no later than 5 p.m.
EST on September 2, 2014.

ADDRESSES: In commenting, please refer
to file code CMS—-1613-P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (no duplicates, please):

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-1613-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-1613-P, Mail Stop C4-26-05,
7500 Security Boulevard, Baltimore, MD
21244-1850.

4. By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to either of the
following addresses:

a. For delivery in Washington, DC—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Room 445-G, Hubert
H. Humphrey Building, 200
Independence Avenue SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal Government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

If you intend to deliver your
comments to the Baltimore address,
please call the telephone number (410)
786—7195 in advance to schedule your
arrival with one of our staff members.

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
received after the comment period.

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

FOR FURTHER INFORMATION, CONTACT:
Marjorie Baldo, (410) 786—4617, for
issues related to new CPT and Level I
HCPCS codes, revised process for
soliciting comments related to new
Category I and III CPT codes, and
exceptions to the 2 times rule.

Anita Bhatia, (410) 786—7236, for
issues related to the Ambulatory
Surgical Center Quality Reporting
(ASCQR) Program—Program
Administration and Reconsideration
Issues, and for issues related to the
Hospital Outpatient Quality Reporting—
Program Administration, Validation,
and Reconsideration Issues.

Chuck Braver, (410) 786—-9379, for
issues related to the CMS web posting
of the OPPS & ASC payment files.

Erick Chuang, (410) 786—1816, for
issues related to OPPS APC weights,
OPPS data claims, geometric mean
calculation, copayments, rural hospital
payments, and wage index.

Dexter Dickey, (410) 786—6856, or
Dorothy Myrick, (410) 786—9671, for
issues related to partial hospitalization
and community mental health center
(CMHC) issues.

Eva Fung, (410) 786-7539, or Fiona
Larbi, (410) 786—7224, or Felicia Diggs,
(410) 786—1591, for issues related to
HOQR and ASCQR measures issues and
publication of HOQR program data
issues.

Julie Gover, (410) 786—0525, for issues
related to Medicare Advantage (MA)
organizations and Medicare Part D
sponsor overpayments.

Twi Jackson, (410) 786—1159, for
issues related to device-dependent
APCs, extended assessment and
management composite APCs, hospital
outpatient visits, inpatient procedures
list, and no cost/full credit and partial
credit devices.

Marina Kushnirova, (410) 786—-2682,
for issues related to OPPS status
indicators and comment indicators.

Barry Levi, (410) 786—4529, for issues
related to OPPS pass-through devices,
brachytherapy sources, brachytherapy
composite APC, and multiple imaging
composite APGCs.

John MclInnes, (410) 786—0791, for
issues related to comprehensive APCs,
provider-based issues, packaged items/
services, OPPS drugs/
radiopharmaceuticals/biologicals
payments, new technology intraocular
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lenses (NTIOLs), and ambulatory
surgical center (ASC) payments.

David Rice, (410) 786—6004, for issues
related to blood and blood products,
cancer hospital payments, conversion
factor, cost-to-charge ratios (CCRs), and
outlier payments.

Daniel Schroder, (410) 786-7452, for
issues related to physician certification
of hospital inpatient services.

Carol Schwartz, (410) 786—0576, for
issues related to the Advisory Panel on
Hospital Outpatient Payment (HOP
Panel).

Teresa Walden, (410) 786—3755, or
Patricia Taft, (410) 786—4561, for issues
related to the physician self-referral
law/physician-owned hospital
expansion exception process.

Marjorie Baldo, (410) 786—4617, for
all other issues related to hospital
outpatient and ambulatory surgical
center payments not previously
identified.

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 Web
site as soon as possible after they have
been received: http://
www.regulations.gov. Follow the search
instructions on that Web site to view
public comments.

Comments received timely will also
be available for public inspection,
generally beginning approximately 3
weeks after publication of the rule, at
the headquarters of the Centers for
Medicare & Medicaid Services, 7500
Security Boulevard, Baltimore, MD
21244, on Monday through Friday of
each week from 8:30 a.m. to 4:00 p.m.
EST. To schedule an appointment to
view public comments, phone 1-800—
743-3951.

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/.

Addenda Available Only Through the
Internet on the CMS Web site

In the past, a majority of the Addenda
referred to in our OPPS/ASC proposed
and final rules were published in the
Federal Register as part of the annual
rulemakings. However, beginning with

the CY 2012 OPPS/ASC proposed rule,
all of the Addenda no longer appear in
the Federal Register as part of the
annual OPPS/ASC proposed and final
rules to decrease administrative burden
and reduce costs associated with
publishing lengthy tables. Instead, these
Addenda are published and available
only on the CMS Web site. The
Addenda relating to the OPPS are
available at: http://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
index.html. The Addenda relating to the
ASC payment system are available at:
http://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
ASCPayment/index.html.

Alphabetical List of Acronyms
Appearing in This Federal Register
Document

AHA American Hospital Association

AMA American Medical Association

APC Ambulatory Payment Classification

ASC Ambulatory surgical center

ASCQR Ambulatory Surgical Center
Quality Reporting

ASP  Average sales price

AWP  Average wholesale price

BBA Balanced Budget Act of 1997, Pub. L.
105-33

BBRA Medicare, Medicaid, and SCHIP
[State Children’s Health Insurance
Program| Balanced Budget Refinement Act
of 1999, Pub. L. 106-113

BIPA Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection Act
of 2000, Pub. L. 106-554

BLS Bureau of Labor Statistics

CAH Critical access hospital

CAP Competitive Acquisition Program

C-APC Comprehensive Ambulatory
Payment Classification

CASPER  Certification and Survey Provider
Enhanced Reporting

CAUTI Catheter-associated urinary tract
infection

CBSA Core-Based Statistical Area

CCI Correct Coding Initiative

CCN CMS Certification Number

CCR Cost-to-charge ratio

CDC Centers for Disease Control and
Prevention

CEO Chief executive officer

CERT Comprehensive Error Rate Testing

CFR Code of Federal Regulations

CLFS Clinical Laboratory Fee Schedule

CMHC Community mental health center

CMS Centers for Medicare & Medicaid
Services

CPI-U Consumer Price Index for All Urban
Consumers

CPT Current Procedural Terminology
(copyrighted by the American Medical
Association)

CQM Clinical quality measure

CR Change request

CSAC Consensus Standards Approval
Committee

CY Calendar year

DFO Designated Federal Official

DRA Deficit Reduction Act of 2005, Pub. L.
109-171

DRG Diagnosis-Related Group

DSH Disproportionate share hospital

EACH Essential access community hospital

eCQM Electronically specified clinical
quality measure

ECT Electroconvulsive therapy

ED Emergency department

E/M Evaluation and management

EHR Electronic health record

ESRD End-stage renal disease

FACA Federal Advisory Committee Act,
Pub. L. 92—463

FDA Food and Drug Administration

FFS [Medicare] Fee-for-service

FY Fiscal year

FFY Federal fiscal year

GAO Government Accountability Office

HAI Healthcare-associated infection

HCERA Health Care and Education
Reconciliation Act of 2010, Pub. L. 111—
152

HCPCS Healthcare Common Procedure
Coding System

HCRIS Healthcare Cost Report Information
System

HEU Highly enriched uranium

HIPAA Health Insurance Portability and
Accountability Act of 1996, Pub. L. 104—
191

HITECH Health Information Technology for
Economic and Clinical Health [Act] (found
in the American Recovery and
Reinvestment Act of 2009, Pub. L. 111-5)

HOP Hospital Outpatient Payment [Panel]

HOPD Hospital outpatient department

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

ICD Implantable cardioverter defibrillator

ICU Intensive care unit

IHS Indian Health Service

IMRT Intensity Modulated Radiation
Therapy

I/OCE Integrated Outpatient Code Editor

IOL Intraocular lens

IOM Institute of Medicine

IORT Intraoperative radiation treatment

IPPS [Hospital] Inpatient Prospective
Payment System

IQR [Hospital] Inpatient Quality Reporting

LDR Low dose rate

LOS Length of stay

LTCH Long-term care hospital

MAC Medicare Administrative Contractor

MAP Measure Application Partnership

MedPAC Medicare Payment Advisory
Commission

MEI Medicare Economic Index

MFP Multifactor productivity

MGCRB Medicare Geographic Classification
Review Board

MIEA-TRHCA Medicare Improvements and
Extension Act under Division B, Title I of
the Tax Relief Health Care Act of 2006,
Pub. L. 109-432

MIPPA Medicare Improvements for Patients
and Providers Act of 2008, Pub. L. 110-275

MMA Medicare Prescription Drug,
Improvement, and Modernization Act of
2003, Pub. L. 108-173

MMEA Medicare and Medicaid Extenders
Act of 2010, Pub. L. 111-309

MMSEA Medicare, Medicaid, and SCHIP
Extension Act of 2007, Pub. L. 110-173

MPFS Medicare Physician Fee Schedule

MRA Magnetic resonance angiography
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MRI Magnetic resonance imaging

MSA Metropolitan Statistical Area

NCCI National Correct Coding Initiative

NHSN National Healthcare Safety Network

NQF National Quality Forum

NTIOL New technology intraocular lens

NUBC National Uniform Billing Committee

OACT [CMS] Office of the Actuary

OBRA Omnibus Budget Reconciliation Act
of 1996, Pub. L. 99-509

OIG [HHS] Office of the Inspector General

OMB Office of Management and Budget

OPD [Hospital] Outpatient Department

OPO Organ Procurement Organization

OPPS [Hospital] Outpatient Prospective
Payment System

OPSF Outpatient Provider-Specific File

OQR [Hospital] Outpatient Quality
Reporting

OT Occupational therapy

PBD Provider-Based Department

PCR Payment-to-cost ratio

PE Practice expense

PEPPER Program for Evaluating Payment
Patterns Electronic Report

PHP Partial hospitalization program

PHS Public Health Service [Act], Pub. L.
96-88

PPI Producer Price Index

PPS Prospective payment system

PQRS Physician Quality Reporting System

PT Physical therapy

QDC Quality data code

QIO Quality Improvement Organization

RFA Regulatory Flexibility Act

RTI Research Triangle Institute,
International

RVU Relative value unit

SCH Sole community hospital

SCOD  Specified covered outpatient drugs

SI Status indicator

SIR Standardized infection ratio

SLP Speech-language pathology

SNF Skilled nursing facility

SRS Stereotactic radiosurgery

TEP Technical Expert Panel

TMS Transcranial Magnetic Stimulation
Therapy

TOPs Transitional Outpatient Payments

UR Utilization review

USPSTF United States Preventive Services
Task Force

UTI Urinary tract infection

VBP Value-based purchasing

WAC Wholesale acquisition cost
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Certification Number (CCN)

2. Delayed Data Collection for OP-29 and
OP-30

3. OP-31: Cataracts—Improvement in
Patient’s Visual Function Within 90 Days
Following Cataract Surgery

a. Correction of Response to Public
Comments

b. Delayed Data Collection for OP-31 and
Proposed Exclusion From the CY 2016
Payment Determination Measure Set

c. Proposed Voluntary Collection of Data
for OP-31 for the CY 2017 Payment
Determination and Subsequent Years

E. Proposed New Quality Measure for the
CY 2017 Payment Determination and
Subsequent Years

F. Possible Hospital OQR Program
Measures and Topics for Future
Consideration

1. Electronic Clinical Quality Measures

2. Partial Hospitalization Program
Measures

3. Behavioral Health Measures

4. National Quality Strategy and CMS
Quality Strategy Measure Domains
G. Proposed Payment Reduction for
Hospitals That Fail To Meet the Hospital
Outpatient Quality Reporting (OQR)
Program Requirements for the CY 2015
Payment Update
. Background
2. Proposed Reporting Ratio Application
and Associated Adjustment Policy for
CY 2015

H. Proposed Requirements for Reporting
Hospital OQR Program Data for the CY
2017 Payment Determination and
Subsequent Years

1. Administrative Requirements for the CY
2017 Payment Determination and
Subsequent Years

2. Form, Manner, and Timing of Data
Submitted for the Hospital OQR Program

a. General Procedural Requirements

b. Requirements for Chart-Abstracted
Measures Where Data is Submitted
Directly to CMS for the CY 2017
Payment Determination and Subsequent
Years

c. Claims-Based Measure Data
Requirements for the CY 2017 Payment
Determination and Subsequent Years

d. Data Submission Requirements for
Measure Data Submitted via the CMS
Web-Based Tool for the CY 2017
Payment Determination and Subsequent
Years

e. Population and Sampling Data
Requirements for the CY 2017 Payment
Determination and Subsequent Years

f. Proposed Review and Corrections Period

for Chart-Abstracted Measures

3. Hospital OQR Program Validation

Requirements for Chart-Abstracted
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Measure Data Submitted Directly to CMS
for the CY 2017 Payment Determination
and Subsequent Years
Background
Proposed Selection of Hospitals for Data
Validation of Chart-Abstracted Measures
for the CY 2017 Payment Determination
and Subsequent Years
. Targeting Criteria for Data Validation
Selection for the CY 2017 Payment
Determination and Subsequent Years
. Methodology for Encounter Selection for
the CY 2017 Payment Determination and
Subsequent Years
Proposed Medical Record
Documentation Requests for Validation
and Validation Score Calculation for the
CY 2017 Payment Determination and
Subsequent Years
. Hospital OQR Program Reconsideration
and Appeals Procedures for the CY 2017
Payment Determination and Subsequent
Years
. Extension or Exception Process for the
CY 2017 Payment Determination and
Subsequent Years
XIV. Requirements for the Ambulatory
Surgical Center Quality Reporting
(ASCQR) Program
A. Background
1. Overview
2. Statutory History of the Ambulatory
Surgical Center Quality Reporting
(ASCQR) Program
. Regulatory History of the ASCQR
Program
B. ASCQR Program Quality Measures
. Considerations in the Selection of
ASCQR Program Quality Measures
. Proposed Policy for Removal of Quality
Measures From the ASCQR Program
. Proposed Criteria for Removal of
“Topped-Out” Measures
4. ASCQR Program Quality Measures
Adopted in Previous Rulemaking
. Proposed New ASCQR Program Quality
Measure for the CY 2017 Payment
Determination and Subsequent Years
6. ASCQR Program Measures for Future
Consideration
a. ASCQR Program Measure Domains
b. Accelerating Health Information
Exchange
7. Maintenance of Technical Specifications
for Quality Measures
8. Public Reporting of ASCQR Program
Data
C. Payment Reduction for ASCs That Fail
To Meet the ASCQR Program
Requirements
Statutory Background
. Reduction to the ASC Payment Rates for
ASCs That Fail To Meet the ASCQR
Program Requirements for a Payment
Determination Year
D. Administrative Requirements
. Requirements Regarding QualityNet
Account and Security Administrator
. Requirements Regarding Participation
Status
E. Form, Manner, and Timing of Data
Submitted for the ASCQR Program
. Requirements Regarding Data Processing
and Collection Periods for Claims-Based
Measures Using Quality Data Codes
(QDCs)
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2. Minimum Threshold, Minimum Case
Volume, and Data Completeness for
Claims-Based Measures Using QDCs
. Requirements for Data Submitted Via a
CMS Online Data Submission Tool
a. Data Collection for ASC—6 and ASC-7
b. Delayed Data Collection for ASC-9 and
ASC-10

c. Delayed Data Collection and Proposed
Exclusion for ASC-11 for the CY 2016
Payment Determination and Proposed
Voluntary Data Collection for ASC-11
for CY 2017 and Subsequent Payment
Determination Years

4. Claims-Based Measure Data
Requirements for the Proposed New
Measure for the CY 2017 Payment
Determination and Subsequent Years

. Data Submission Requirements for ASC—
8 (Influenza Vaccination Coverage
Among Healthcare Personnel) Reported
via the National Healthcare Safety
Network (NHSN) for the CY 2016
Payment Determination and Subsequent
Years

a. Previously Adopted Requirements for

the CY 2016 Payment Determination

b. Proposed Data Collection Timeframes for
the CY 2017 Payment Determination and
Subsequent Years and Proposed
Submission Deadlines for the CY 2016
Payment Determination and Subsequent
Years

. ASCQR Program Validation of Claims-
Based and CMS Web-Based Measures

. Extraordinary Circumstances Extensions
or Exemptions for the CY 2017 Payment
Determination and Subsequent Years

. ASCQR Program Reconsideration
Procedures for the CY 2017 Payment
Determination and Subsequent Years

XV. Proposed Changes to the Rural Provider

and Hospital Ownership Exceptions to
the Physician Self-Referral Law:
Expansion Exception Process

A. Background

1. Statutory Basis

2. Affordable Care Act Amendments to the
Rural Provider and Hospital Ownership
Exceptions to the Physician Self-Referral
Law

B. Limitations Identified by Stakeholders
Regarding the Required Use of HCRIS
Data

1. Medicaid Managed Care Data

2. Hospitals That Lack Filed Cost Reports
for the Relevant Fiscal Years

C. Proposed Changes To Permit
Supplemental Data Sources in the
Expansion Exception Process

D. Additional Considerations

XVI. Proposed Revision of the Requirements
for Physician Certification of Hospital
Inpatient Services Other Than
Psychiatric Inpatient Services
XVII. CMS-Identified Overpayments

Associated With Payment Data
Submitted by Medicare Advantage (MA)
Organizations and Medicare Part D
Sponsors (Proposed §§422.330 and
423.352)

A. Background

1. Medicare Part C Background

2. Medicare Part D Background

B. Provisions of our Proposals

1. Proposed Definitions of “Payment Data”
and “Applicable Reconciliation Date”
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. Request for Corrections of Payment Data
. Proposed Payment Offset
Offset Amount
. Payment Offset Notification
. Proposed Appeals Process for MA
Organizations and Part D Sponsors
. Reconsideration
. Informal Hearing
. Review by Administrator
. Matters Subject to Appeal and Burden of
Proof
6. Effective Date of Proposed Appeals
Process Provisions
XVIIIL Files Available to the Public Via the
Internet
XIX. Collection of Information Requirements
A. Legislative Requirements for
Solicitation of Comments
B. Requirements in Regulation Text:
Proposed Changes to the Rural Provider
and Hospital Ownership Exceptions to
the Physician Self-Referral Law:
Expansion Exception Process (§411.362)
C. Associated Information Collections Not
Specified in Regulatory Text
1. Hospital OQR Program
a. Revisions to the CY 2016 Payment
Determination Estimates
b. Hospital OQR Program Requirements for
the CY 2017 Payment Determination and
Subsequent Years
c. Review and Corrections Period
Requirements for the CY 2017 Payment
Determination and Subsequent Years
d. Hospital OQR Program Validation
Requirements for the CY 2017 Payment
Determination and Subsequent Years
. Extraordinary Circumstances Extensions
or Exemptions Process
Reconsideration and Appeals
. ASCQR Program Requirements
. Background
. Revisions to the CY 2016 Payment
Determination Estimates
. Claims-Based Measures for the CY 2014
Payment Determination and Subsequent
Years
d. Web-Based Measures for the CY 2017
Payment Determination and Subsequent
Years
e. Extraordinary Circumstances Extension
or Exemptions Process
f. Reconsiderations and Appeals
XX. Response to Comments
XXI. Economic Analyses
A. Regulatory Impact Analysis
1. Introduction
2. Statement of Need
3. Overall Impacts for the Proposed OPPS
and ASC Payment Provisions
4. Detailed Economic Analyses
a. Estimated Effects of Proposed OPPS
Changes in This Proposed Rule
(1) Limitations of Our Analysis
(2) Estimated Effects of Proposed OPPS
Changes on Hospitals
(3) Estimated Effects of Proposed OPPS
Changes on CMHCs
(4) Estimated Effect of Proposed OPPS
Changes on Beneficiaries
(5) Estimated Effects of Proposed OPPS
Changes on Other Providers
(6) Estimated Effects of Proposed OPPS
Changes on the Medicare and Medicaid
Programs
(7) Alternative OPPS Policies Considered
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b. Estimated Effects of CY 2015 ASC
Payment System Proposed Policies

(1) Limitations of Our Analysis

(2) Estimated Effects of CY 2015ASC
Payment System Proposed Policies on
ASCs

(3) Estimated Effects of ASC Payment
System Proposed Policies on
Beneficiaries

(4) Alternative ASC Payment Policies
Considered

c. Accounting Statements and Tables

d. Effects of Proposed Requirements for the
Hospital OQR Program

e. Effects of CY 2014 Proposed Policies for
the ASCQR Program

f. Effects of Proposed Changes to the Rural
Provider and Hospital Ownership
Exceptions to the Physician Self-Referral
Law

g. Effects of Proposed Policies Related to
CMS-Identified Overpayments
Associated With Payment Data
Submitted by Medicare Advantage (MA)
Organizations and Medicare Part D
Sponsors

B. Regulatory Flexibility Act (RFA)
Analysis

C. Unfunded Mandates Reform Act
Analysis

D. Conclusion

XXII. Federalism Analysis

Regulation Text
I. Summary and Background

A. Executive Summary of This
Document

1. Purpose

In this proposed rule, we are
proposing to update the payment
policies and payment rates for services
furnished to Medicare beneficiaries in
hospital outpatient departments and
Ambulatory Surgical Centers (ASCs)
beginning January 1, 2015. Section
1833(t) of the Social Security Act (the
Act) requires us to annually review and
update the relative payment weights
and the conversion factor for services
payable under the Outpatient
Prospective Payment System (OPPS).
Under section 1833(i) of the Act, we
annually review and update the ASC
payment rates. We describe these and
various other statutory authorities in the
relevant sections of this proposed rule.
In addition, this proposed rule would
update and refine the requirements for
the Hospital Outpatient Quality
Reporting (OQR) Program and the ASC
Quality Reporting (ASCQR) Program.

In this document, we also are
proposing changes to the data sources
used for expansion requests for
physician owned hospitals under the
physician self-referral regulations;
changes to the underlying authority for
the requirement of an admission order
for all hospital inpatient admissions and
changes to require physician

certification for hospital inpatient
admissions only for long-stay cases and
outlier cases; and changes to establish a
three-level appeals process for Medicare
Advantage (MA) organizations and Part
D sponsors that would be applicable to
CMS-identified overpayments
associated with data submitted by these
organizations and sponsors.

2. Summary of the Major Provisions

e OPPS Update: For CY 2015, we are
proposing to increase the payment rates
under the OPPS by an Outpatient
Department (OPD) fee schedule increase
factor of 2.1 percent. This proposed
increase is based on the proposed
hospital inpatient market basket
percentage increase of 2.7 percent for
inpatient services paid under the
hospital inpatient prospective payment
system (IPPS), minus the proposed
multifactor productivity (MFP)
adjustment of 0.4 percentage points, and
minus a 0.2 percentage point adjustment
required by the Affordable Care Act.
Under this proposed rule, we estimate
that proposed total payments for CY
2015, including beneficiary cost-
sharing, to the approximate 4,000
facilities paid under the OPPS
(including general acute care hospitals,
children’s hospitals, cancer hospitals,
and community mental health centers
(CMHGs)), will be approximately $56.5
billion, an increase of approximately
$5.2 billion compared to CY 2014
payments, or $800 million excluding
our estimated changes in enrollment,
utilization, and case-mix.

We are proposing to continue to
implement the statutory 2.0 percentage
point reduction in payments for
hospitals failing to meet the hospital
outpatient quality reporting
requirements, by applying a reporting
factor of 0.980 to the OPPS payments
and copayments for all applicable
services.

e Rural Adjustment: We are
proposing to continue the adjustment of
7.1 percent to the OPPS payments to
certain rural sole community hospitals
(SCHs), including essential access
community hospitals (EACHs). This
adjustment will apply to all services
paid under the OPPS, excluding
separately payable drugs and
biologicals, devices paid under the pass-
through payment policy, and items paid
at charges reduced to cost.

e Cancer Hospital Payment
Adjustment: For CY 2015, we are
proposing to continue to provide
additional payments to cancer hospitals
so that the cancer hospital’s payment to-
cost ratio (PCR) after the additional
payments is equal to the weighted
average PCR for the other OPPS
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hospitals using the most recently
submitted or settled cost report data.
Based on those data, a target PCR of 0.89
will be used to determine the proposed
CY 2015 cancer hospital payment
adjustment to be paid at cost report
settlement. That is, the proposed
payment adjustments will be the
additional payments needed to result in
a PCR equal to 0.89 for each cancer
hospital.

e Payment of Drugs, Biologicals, and
Radiopharmaceuticals: For CY 2015,
proposed payment for the acquisition
and pharmacy overhead costs of
separately payable drugs and biologicals
that do not have pass-through status
would be set at the statutory default of
average sales price (ASP) plus 6 percent.

e Packaging Policies: We are
proposing to conditionally package
certain ancillary services when they are
integral, ancillary, supportive,
dependent, or adjunctive to a primary
service. The initial set of services
proposed to be packaged under this
ancillary service policy are the services
assigned to APCs having a proposed
APC geometric mean cost (prior to
application of status indicator Q1) of
less than or equal to $100. This
proposed $100 geometric mean cost
limit for the APC is part of the
methodology of establishing an initial
set of conditionally packaged ancillary
service APCs, and is not meant to
represent a threshold above which a
given ancillary service would not be
packaged, but as a basis for selecting an
initial set of APCs that would likely be
updated and expanded in future years.

e Implementation of Comprehensive
APCs: For CY 2015, we are proposing to
implement, with several modifications,
the policy for comprehensive APCs that
was finalized in the CY 2014 OPPS/ASC
final rule with comment period effective
January 1, 2015. We are proposing to
continue to define the services assigned
to comprehensive APCs as primary
services, and to define a comprehensive
APC as a classification for the provision
of a primary service and all adjunctive
services and supplies provided to
support the delivery of the primary
service. We would continue to consider
the entire hospital stay, defined as all
services reported on the hospital claim
reporting the primary service, to be one
comprehensive service for the provision
of a primary service into which all other
services appearing on the claim would
be packaged. This would result in a
single Medicare payment and a single
beneficiary copayment under the OPPS
for the comprehensive service based on
all included charges on the claim.

We are proposing a total of 28
comprehensive APCs for CY 2015,

including all of the device-dependent
APCs remaining after some restructuring
and consolidation of these APCs and
two comprehensive APCs for other
procedures that are either largely device
dependent or represent single session
services with multiple components
(single-session cranial stereotactic
radiosurgery and intraocular telescope
implantation). We are proposing to
modify the complexity adjustment
criteria finalized last year, proposing
lower volume and cost threshold criteria
for complexity adjustments. Finally, we
are proposing to package all add-on
codes furnished as part of a
comprehensive service, which is
consistent with our general add-on code
packaging policy. However, the add-on
codes assigned to the CY 2014 device-
dependent APCs would be being
evaluated with a primary service for a
potential complexity adjustment.

o Ambulatory Surgical Center
Payment Update: For CY 2015, we are
proposing to increase payment rates
under the ASC payment system by 1.2
percent. This proposed increase is based
on a projected CPI-U update of 1.7
percent minus a multifactor
productivity adjustment required by the
Affordable Care Act that is projected to
be 0.5 percent. Based on this proposed
update, we estimate that total payments
to ASCs (including beneficiary cost-
sharing and estimated changes in
enrollment, utilization, and case-mix),
for CY 2015 would be approximately
$4.086 billion, an increase of
approximately $243 million compared
to estimated CY 2014 payments.

e Hospital Outpatient Quality
Reporting (OQR) Program: For the
Hospital OQR Program, we are
proposing to add one claims-based
quality measure for the CY 2017
payment determination and subsequent
years. We are proposing to refine the
criteria for determining when to remove
a measure because it is “topped-out”
and we are proposing to remove three
measures due to “topped-out” status. In
addition, we are updating several
previously adopted measures. We are
proposing to exclude one previously
adopted measure from the measure set
for the CY 2016 payment determination
and to change this measure from
required to voluntary for the CY 2017
payment determination and subsequent
years. Hospitals would not be subject to
payment reductions with respect to this
measure. In addition, we are proposing
to formalize a review and corrections
period for chart-abstracted measures.
We also are proposing updates to
validation procedures and changes to
regulation text to correct typographical
errors. Finally, we are clarifying how we

refer to the extraordinary circumstances
extensions or exemptions process.

e Ambulatory Surgical Center Quality
Reporting (ASCQR) Program: For the
ASCQR Program, we are proposing to
adopt one new quality measure for the
CY 2017 payment determination and
subsequent years. The measure would
be computed using Medicare claims
data and would not impose any
additional burden on ASC facilities. We
also are proposing that one measure
previously adopted for the CY 2016 and
subsequent years’ payment
determinations be excluded from the CY
2016 measure set and that this measure
be voluntarily reported for the CY 2017
payment determination and subsequent
years, rather than mandatorily reported.
We would not subject ASCs to payment
reductions with respect to this measure
for the CY 2016 payment determination
or during the period of voluntary
reporting. In addition, we are proposing
to define the