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Program

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

ACTION: Final rule.

SUMMARY: This final rule implements
the provisions of the American
Recovery and Reinvestment Act of 2009
(ARRA) (Pub. L. 111-5) that provide
incentive payments to eligible
professionals (EPs), eligible hospitals
and critical access hospitals (CAHs)
participating in Medicare and Medicaid
programs that adopt and successfully
demonstrate meaningful use of certified
electronic health record (EHR)
technology. This final rule specifies—
the initial criteria EPs, eligible hospitals,
and CAHs must meet in order to qualify
for an incentive payment; calculation of
the incentive payment amounts;
payment adjustments under Medicare
for covered professional services and
inpatient hospital services provided by
EPs, eligible hospitals and CAHs failing
to demonstrate meaningful use of
certified EHR technology; and other
program participation requirements.
Also, the Office of the National
Coordinator for Health Information
Technology (ONC) will be issuing a
closely related final rule that specifies
the Secretary’s adoption of an initial set
of standards, implementation,
specifications, and certification criteria
for electronic health records. ONC has
also issued a separate final rule on the
establishment of certification programs
for health information technology.
DATES: Effective Date: These regulations
are effective on September 27, 2010.
FOR FURTHER INFORMATION CONTACT:
Elizabeth Holland, (410) 786—-1309, EHR
incentive program issues.

Edward Gendron, (410) 786—-1064,
Medicaid incentive payment issues.

Jim Hart, (410) 786—9520, Medicare fee
for service payment issues.

Bob Kuhl or Susan Burris, (410) 786—
5594, Medicare CAH payment and
charity care issues.

Frank Szeflinski, (303) 844-7119,
Medicare Advantage issues.

SUPPLEMENTARY INFORMATION:

Acronyms

ARRA American Recovery and
Reinvestment Act of 2009

AAC Average Allowable Gost (of certified
EHR technology)

AIU Adopt, Implement, Upgrade (certified
EHR technology)

CAH Critical Access Hospital

CAHPS Consumer Assessment of
Healthcare Providers and Systems

CCN CMS Certification Number

CFR Code of Federal Regulations

CHIP Children’s Health Insurance Program

CHIPRA Children’s Health Insurance
Program Reauthorization Act of 2009

CMS Centers for Medicare & Medicaid
Services

CPOE Computerized Physician Order Entry

CY Calendar Year

EHR Electronic Health Record

EP Eligible Professional

EPO Exclusive Provider Organization

FACA Federal Advisory Committee Act

FFP Federal Financial Participation

FFY Federal Fiscal Year

FFS Fee-For-Service

FQHC Federally Qualified Health Center

FTE Full-Time Equivalent

FY Fiscal Year

HEDIS Healthcare Effectiveness Data and
Information Set

HHS Department of Health and Human
Services

HIE Health Information Exchange

HIT Health Information Technology

HIPAA Health Insurance Portability and
Accountability Act of 1996

HITECH Health Information Technology for
Economic and Clinical Health Act

HMO Health Maintenance Organization

HOS Health Outcomes Survey

HPSA Health Professional Shortage Area

HRSA Health Resource and Services
Administration

IAPD Implementation Advance Planning
Document

ICR Information Collection Requirement

IHS Indian Health Service

IPA Independent Practice Association

IT Information Technology

MA Medicare Advantage

MAC Medicare Administrative Contractor

MAO Medicare Advantage Organization

MCO Managed Care Organization

MITA Medicaid Information Technology
Architecture

MMIS Medicaid Management Information
Systems

MSA Medical Savings Account

NAAC Net Average Allowable Cost (of
certified EHR technology)

NCQA National Committee for Quality
Assurance

NCVHS National Committee on Vital and
Health Statistics

NPI National Provider Identifier

NPRM Notice of Proposed Rulemaking

ONC Office of the National Coordinator for
Health Information Technology

PAHP Prepaid Ambulatory Health Plan

PAPD Planning Advance Planning
Document

PFFS Private Fee-For-Service

PHO Physician Hospital Organization

PHS Public Health Service

PHSA Public Health Service Act

PIHP Prepaid Inpatient Health Plan

POS Place of Service

PPO Preferred Provider Organization

PQRI Physician Quality Reporting Initiative

PSO Provider Sponsored Organization

RHC Rural Health Clinic

RHQDAPU Reporting Hospital Quality Data
for Annual Payment Update

RPPO Regional Preferred Provider
Organization

SMHP State Medicaid Health Information
Technology Plan

TIN Tax Identification Number

Table of Contents

1. Background
A. Overview of the HITECH Programs
Created by the American Recovery and
Reinvestment Act of 2009
B. Statutory Basis for the Medicare &
Medicaid EHR Incentive Programs
Provisions of the Proposed Regulations
and Response and Analysis of Comments
A. Definitions Across the Medicare FFS,
Medicare Advantage, and Medicaid
Programs
. Definitions
Certified Electronic Health Record (EHR)
Technology
Qualified Electronic Health Record
Payment Year
First, Second, Third, Fourth, Fifth and
Sixth Payment Year
EHR Reporting Period
. Meaningful EHR User
. Definition of Meaningful Use
. Considerations in Defining Meaningful
Use
Common Definition of Meaningful Use
Under Medicare and Medicaid
c. Stage 1 Criteria for Meaningful Use
. Sections 4101(a) and 4102(a)(1) of
HITECH Act: Reporting on Clinical
Quality Measures Using EHR by EPs,
Eligible Hospitals and CAHs
a. General
b. Requirements for the Submission of
Clinical Quality Measures by EPs,
Eligible Hospitals and CAHs
c. Statutory Requirements and Other
Considerations for the Selection of
Clinical Quality Measures for Electronic
Submission by EPs, Eligible Hospitals
and CAHs
(1) Statutory Requirements for the
Selection of Clinical Quality Measures
for Electronic Submission by EPs,
Eligible Hospitals and CAHs
(2) Other Considerations for the Selection
of Clinical Quality Measures for
Electronic Submission by EPs, Eligible
Hospitals and CAHs
d. Clinical Quality Measures for EPs
e. Clinical Quality Measures Reporting
Criteria for EPs
f. Clinical Quality Measures for Electronic
Submission by Eligible Hospitals
g. Potential Measures for EPs, Eligible
Hospitals and CAHs in Stage 2 and
Subsequent Years
h. Reporting Method for Clinical Quality
Measures for 2011 and Beginning With
the 2012 Payment Years
(1) Reporting Method for 2011 Payment
Year
(2) Reporting Method Beginning in 2012

IL.

—

o =

T pNme apT

w



Federal Register/Vol. 75, No. 144/ Wednesday, July 28, 2010/Rules and Regulations

44315

— e

[

o

N

oe

(o]

® o

N

o a0

o' P w

a0

o

oo o

ooe e

. Alternative Reporting Methods for

Clinical Quality Measures

. Reporting Period for Reporting Clinical

Quality Measures

. Demonstration of Meaningful Use

Common Methods of Demonstration in
Medicare and Medicaid

. Methods for Demonstration of the Stage

1 Criteria of Meaningful Use

. Data Collection for Online Posting,

Program Coordination, and Accurate
Payments

Online Posting

Program Election Between Medicare
FFS/MA and Medicaid for EPs

Data To Be Collected

Hospital-Based Eligible Professionals
Interaction With Other Programs

. Medicare Fee-for-Service Incentives

Incentive Payments for Eligible
Professionals
Definitions

. Incentive Payment Limits
. Increase in Incentive Payment for EPs

Who Predominantly Furnish Services in
a Geographic Health Professional
Shortage Area

. Form and Timing of Payment

Payment Adjustment Effective in CY
2015 and Subsequent Years for EPs Who
Are Not Meaningful Users of Certified
EHR Technology

. Incentive Payments for Hospitals
. Definition of Eligible Hospital for

Medicare

Incentive Payment Calculation for
Eligible Hospitals

Medicare Share

Charity Care

Transition Factor

Duration and Timing of Incentive
Payments

Incentive Payment Adjustment Effective
in Federal FY 2015 and Subsequent
Years for Eligible Hospitals Who Are Not
Meaningful EHR Users

. Incentive Payments for Critical Access

Hospitals

. Definition of CAHs for Medicare
. Current Medicare Payment of

Reasonable Cost for CAHs

. Changes Made by the HITECH Act
. Incentive Payment Calculation for CAHs
. Reduction of Reasonable Cost Payment

in FY 2015 and Subsequent Years for
CAHs That Are Not Meaningful EHR
Users

Process for Making Incentive Payments
Under the Medicare FFS Program
Incentive Payments to EPs

Incentive Payments to Eligible Hospitals
Incentive Payments to CAHs

Payment Accounting Under Medicare
Medicare Advantage Organization
Incentive Payments

Definitions

Qualifying MA Organization
Qualifying MA Eligible Professional
Qualifying MA-Affiliated Eligible
Hospital

. Identification of Qualifying MA

Organizations, MA EPs, and MA-
Affiliated Eligible Hospitals

. Computation of Incentives to Qualifying

MA Organizations for MA EPs and
Hospitals

4. Timeframe for Payment

5. Avoiding Duplicate Payment

6. Meaningful User Attestation

7. Posting Information on the CMS Web
site

8. Limitation on Review

9. Conforming Changes

10. Payment Adjustment and Future
Rulemaking

D. Medicaid Incentives

1. Overview of Health Information
Technology in Medicaid

2. General Medicaid Provisions

Identification of Qualifying Medicaid

EPs and Eligible Hospitals

Overview

Program Participation

Acute Care Hospitals

Children’s Hospitals

Medicaid Professionals Program

Eligibility

d. Calculating Patient Volume

Requirements

Entities Promoting the Adoption of

Certified EHR Technology

4. Computation of Amount Payable to
Qualifying Medicaid EPs and Eligible
Hospitals

a. Payment Methodology for EPs

(1) General Overview

(2) Average Allowable Costs

(

(

w

oNp TR

@

3) Net Average Allowable Costs
4) Payments for Medicaid Eligible
Professionals
(5) Basis for Medicaid EHR Incentive
Program First Payment Year and
Subsequent Payment Years
(i) Medicaid EP Who Begins Adopting,
Implementing or Upgrading Certified
EHR Technology in the First Year
(ii) Medicaid EP Who Has Already
Adopted, Implemented or Upgraded
Certified EHR Technology and
Meaningfully Uses EHR Technology
b. Payment Methodology for Eligible
Hospitals
c. Alternative and Optional Early State
Implementation To Make Incentive
Payments for Adopting, Implementing or
Upgrading Certified EHR Technology
d. Process for Making and Receiving
Medicaid Incentive Payments
. Avoiding Duplicate Payment
Flexibility To Alternate Between
Medicare and Medicaid EHR Incentive
Programs One Time
One State Selection
Single Provider Election Repository and
State Data Collection
. Collection of Information Related to the
Eligible Professional’s National Provider
Identifier (NPI) and the Tax
Identification Number (TIN)
7. Activities Required To Receive Incentive
Payments
General Overview
. Definitions Related to Certified EHR
Technology and Adopting, Implementing
or Upgrading Such Technology
(1) Certified EHR Technology
(2) Adopting, Implementing or Upgrading
c. Other General Terminology
d. Quality Measures
8. Overview of Conditions for States To
Receive Federal Financial Participation
(FFP) for Incentive Payments and
Implementation Funding

1o o

o2}

o

9. Financial Oversight, Program Integrity

and Provider Appeals
III. Collection of Information Requirements

A. ICRs Regarding Demonstration of
Meaningful Use Criteria (§495.8)

B. ICRs Regarding Participation
Requirements for EPs, Eligible Hospitals,
and Qualifying CAHs (§495.10)

C. ICRs Regarding Identification of
Qualifying MA Organizations, MA-EPs
and MA-Affiliated Eligible Hospitals
(§495.202)

D. ICRs Regarding Incentive Payments to
Qualifying MA Organizations for MA—
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K. ICRs Regarding Prior Approval
Conditions (§ 495.324)

L. ICRs Regarding Termination of Federal
Financial Participation (FFP) for Failure
To Provide Access to Information
(§495.330)

M. ICRs Regarding State Medicaid Agency
and Medicaid EP and Hospital Activities
(§ 495.332 Through § 495.338)

N. ICRs Regarding Access to Systems and
Records (§495.342)

0. ICRs Regarding Procurement Standards
(§495.344)

P. ICRs Regarding State Medicaid Agency
Attestations (§ 495.346)

Q. ICRs Regarding Reporting Requirements
(§495.348)

R. ICRs Regarding Retroactive Approval of
FFP With an Effective Date of February
18, 2009 (§ 495.358)

S. ICRs Regarding Financial Oversight and
Monitoring Expenditures (§ 495.362)

T. ICRs Regarding Appeals Process for a
Medicaid Provider Receiving Electronic
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(§495.366)
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A. Overall Impact

B. Regulatory Flexibility Analysis
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D. Unfunded Mandates Reform Act

E. Federalism

F. Anticipated Effects

G. HITECH Impact Analysis

H. Accounting Statement

I. Background

A. Overview of the HITECH Programs
Created by the American Recovery and
Reinvestment Act of 2009

The American Recovery and
Reinvestment Act of 2009 (ARRA) (Pub.
L. 111-5) was enacted on February 17,
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2009. Title IV of Division B of ARRA
amends Titles XVIII and XIX of the
Social Security Act (the Act) by
establishing incentive payments to
eligible professionals (EPs), eligible
hospitals, and critical access hospitals
(CAHs), and Medicare Advantage
Organizations to promote the adoption
and meaningful use of interoperable
health information technology (HIT) and
qualified electronic health records
(EHRs). These provisions, together with
Title XIII of Division A of ARRA, may
be cited as the “Health Information
Technology for Economic and Clinical
Health Act” or the “HITECH Act.” These
incentive payments are part of a broader
effort under the HITECH Act to
accelerate the adoption of HIT and
utilization of qualified EHRs.

On January 13, 2010 we published a
proposed rule (75 FR 1844), entitled
“Medicare and Medicaid Programs;
Electronic Health Record Incentive
Program” to implement the provisions of
ARRA that provide incentive payments
to EPs, eligible hospitals, and CAHs
participating in Medicare and Medicaid
programs that adopt and successfully
demonstrate meaningful use of “certified
EHR technology,” and incentive
payments to certain Medicare
Advantage Organizations for their
affiliated EPs and eligible hospitals that
meaningfully use certified EHR
technology. Through this final rule, we
are developing the incentive programs
which are outlined in Division B, Title
IV of the HITECH Act. This final rule
sets forth the definition of “meaningful
use of certified EHR technology.”

Section 13101 of the HITECH Act
adds a new section 3000 to the Public
Health Service Act (PHSA), which
defines “certified EHR technology” as a
qualified EHR that has been properly
certified as meeting standards adopted
under section 3004 of the PHSA. CMS
and ONC have been working closely to
ensure that the definition of meaningful
use of certified EHR technology and the
standards for certified EHR technology
are coordinated. In the interim final rule
published on January 13, 2010 (75 FR
2014) entitled “Health Information
Technology: Initial Set of Standards,
Implementation Specifications, and
Certification Criteria for Electronic
Health Record Technology,” ONC
defined the term “certified EHR
technology,” identified the initial set of
standards and implementation
specifications that such EHR technology
would need to support the achievement
of the proposed meaningful use Stage 1,
as well as the certification criteria that
will be used to certify EHR technology.
ONC is also issuing a final rule on the
standards, implementation

specifications, and certification criteria
elsewhere in this issue of the Federal
Register.

In a related proposed rule published
on March 10, 2010, (75 FR 11328)
entitled “Proposed Establishment of
Certification Programs for Health
Information Technology” ONC proposed
the establishment of two certification
programs for purpose of testing and
certifying health information
technology. In the June 24, 2010 Federal
Register (75 FR 36157), ONC published
a final rule to establish a temporary
certification program whereby the
National Coordinator would authorize
organizations to test and certify
complete EHRs and EHR Modules, and
plans to issue a separate final rule to
establish a permanent certification
program to replace the temporary
certification program. Specifically, this
final rule will ensure that the definition
of meaningful use of certified EHR
technology does not require EPs, eligible
hospitals, and CAHs to perform
functions for which standards have not
been recognized or established.
Similarly, the functionality of certified
EHR technology should enable and
advance the definition of meaningful
use.

We urge those interested in this final
rule to also review the ONC interim
final rule on standards and
implementation specifications for
certified EHR technology and the related
final rule as well as the final rule on the
establishment of a temporary
certification program. Readers may also
visit http://healthit.hhs.gov and http://
www.cms.hhs.gov/Recovery/11
HealthIT.asp#TopOfPage for more
information on the efforts at the
Department of Health and Human
Services (HHS) to advance HIT
initiatives.

B. Statutory Basis for the Medicare &
Medicaid EHR Incentive Programs

Section 4101(a) of the HITECH Act
adds a new subsection (o) to section
1848 of the Act. Section 1848(0) of the
Act establishes incentive payments for
demonstration of meaningful use of
certified EHR technology by EPs
participating in the original Medicare
program (hereinafter referred to as the
Medicare Fee-for-Service (FFS)
program) beginning in calendar year
(CY) 2011. Section 4101(b) of the
HITECH Act also adds a new paragraph
(7) to section 1848(a) of the Act. Section
1848(a)(7) of the Act provides that
beginning in CY 2015, EPs who do not
demonstrate that they are meaningful
users of certified EHR technology will
receive an adjustment to their fee
schedule for their professional services

of 99 percent for 2015 (or, in the case
of an eligible professional who was
subject to the application of the
payment adjustment under section
1848(a)(5) of the Act, 98 percent for
2014), 98 percent for 2016, and 97
percent for 2017 and each subsequent
year. Section 4101(c) of the HITECH Act
adds a new subsection (1) to section
1853 of the Act to provide incentive
payments to certain Medicare
Advantage (MA) organizations for their
affiliated EPs who meaningfully use
certified EHR technology and meet
certain other requirements, and requires
a downward adjustment to Medicare
payments to certain MA organizations
for professional services provided by
any of their affiliated EPs who are not
meaningful users of certified EHR
technology, beginning in 2015. Section
1853(1) of the Act also requires us to
establish a process that ensures that
there are no duplicate payments made
to MA organizations under section
1853(1) of the Act and to their affiliated
EPs under the FFS EHR incentive
program established under section
1848(0)(1)(A) of the Act.

Section 4102(a) of the HITECH Act
adds a new subsection (n) to section
1886 of the Act. Section 1886(n) of the
Act establishes incentives payments for
demonstration of meaningful use of
certified EHR technology by subsection
(d) hospitals, as defined under section
1886(d)(1)(B) of the Act, participating in
the Medicare FFS program beginning in
Federal fiscal year (FFY) 2011. Section
4102(b)(1) of the HITECH Act amends
section 1886(b)(3)(B) of the Act to
provide that, beginning in FY 2015,
subsection (d) hospitals that are not
meaningful users of certified EHR
technology will receive a reduced
annual payment update for their
inpatient hospital services. Section
4102(a)(2) of the HITECH Act amends
section 1814(1) of the Act to provide an
incentive payment to critical access
hospitals (CAHs) who meaningfully use
certified EHR technology based on the
hospitals’ reasonable costs for the
purchase of certified EHR technology
beginning in FY 2011. In addition,
section 4102(b)(2) of the HITECH Act
amends section 1814(1) of the Act to
provide for a downward payment
adjustment for hospital services
provided by CAHs that are not
meaningful users of certified EHR
technology for cost reporting periods
beginning in FY 2015. Section 4102(c)
of the HITECH Act adds a new
subsection (m) to section 1853 of the
Act to provide incentive payments to
qualifying MA organizations for certain
affiliated hospitals that meaningfully


http://www.cms.hhs.gov/Recovery/11_HealthIT.asp#TopOfPage
http://www.cms.hhs.gov/Recovery/11_HealthIT.asp#TopOfPage
http://www.cms.hhs.gov/Recovery/11_HealthIT.asp#TopOfPage
http://healthit.hhs.gov

Federal Register/Vol. 75, No. 144/ Wednesday, July 28, 2010/Rules and Regulations

44317

use certified EHR technology to make a
downward adjustment to payments to
certain MA organizations for inpatient
hospital services provided by its
affiliated hospitals that are not
meaningful users of certified EHR
technology beginning in FY 2015.
Section 1853(m) of the Act also requires
us to establish a process that ensures
that there are no duplicate payments
made to MA organizations under section
1853(m) of the Act and to their affiliated
hospitals under the FFS EHR incentive
program established under section
1886(n) of the Act.

Section 4103 of the HITECH Act
provides for implementation funding for
the EHR incentives program under
Medicare.

Section 4201 of the HITECH Act
amends section 1903 of the Act to
provide 100 percent Federal financial
participation (FFP) to States for
incentive payments to certain eligible
providers participating in the Medicaid
program to purchase, implement,
operate (including support services and
training for staff) and meaningfully use
certified EHR technology and 90 percent
FFP for State administrative expenses
related to the program outlined in
1903(t) of the Act. Section 4201(a)(2) of
the HITECH Act adds a new subsection
(t) to section 1903 of the Act to establish
a program with input from the States to
provide incentives for the adoption and
subsequent meaningful use of certified
EHR technology for providers
participating in the Medicaid program.

II. Provisions of the Proposed Rule and
Analysis of and Responses to Public
Comments

We proposed to add a new part 495
to title 42 of the Code of Federal
Regulations to implement the provisions
of Title IV of Division B of ARRA
providing for incentive payments to
EPs, eligible hospitals, CAHs and
certain Medicare Advantage
organizations for the adoption and
demonstration of meaningful use of
certified EHR technology under the
Medicare program or the Medicaid
program.

The HITECH Act creates incentives
under the Medicare Fee-for-Service
(FFS), Medicare Advantage (MA), and
Medicaid programs for EPs, eligible
hospitals and CAHs to adopt and
demonstrate meaningful use of certified
EHR technology, and payment
adjustments under the Medicare FFS
and MA programs for EPs, eligible
hospitals, and CAHs who fail to adopt
and demonstrate meaningful use of
certified EHR technology. The three
incentive programs contain many
common elements and certain

provisions of the HITECH Act encourage
avoiding duplication of payments,
reporting, and other requirements,
particularly in the area of demonstration
of meaningful use of certified EHR
technology. Eligible hospitals and CAHs
may participate in both the Medicare
program and the Medicaid program,
assuming they meet each program’s
eligibility requirements, which vary
across the two programs. In certain
cases, the HITECH Act has used nearly
identical or identical language in
defining terms that are used in the
Medicare FFS, MA, and Medicaid
programs, including such terms as
“hospital-based EPs” and “certified EHR
technology.” For these reasons, we seek
to create as much commonality between
the three programs as possible and have
structured this final rule, as we did the
proposed rule, based on the premise by
beginning with those provisions that cut
across the three programs before moving
on to discuss the provisions specific to
Medicare FFS, MA and Medicaid.

A. Definitions Across the Medicare FFS,
MA, and Medicaid Programs

Title IV, Division B of ARRA
establishes incentive payments under
the Medicare and Medicaid programs
for certain professionals and hospitals
that meaningfully use certified EHR
technology, and for certain MA
organizations whose affiliated EPs and
hospitals meaningfully use certified
EHR technology. We refer to the
incentive payments made under the
original Medicare program to EPs,
eligible hospitals, and CAHs as the
Medicare FFS EHR incentive program,
the incentive payments made to
qualifying MA organizations as the MA
EHR incentive program, and the
incentive payments made under
Medicaid to eligible professionals and
eligible hospitals as the Medicaid EHR
incentive program. When referring to
the Medicare EHR incentive program,
we are generally referring to both the
Medicare FFS EHR and the MA EHR
incentive programs.

1. Definitions

Sections 4101, 4102, and 4201 of the
HITECH Act use many identical or
similar terms. In this section of the
preamble, we discuss terms for which
we are finalizing uniform definitions for
the Medicare FFS, MA, and Medicaid
EHR incentive programs. These
definitions are set forth in part 495
subpart A of the regulations. For
definitions specific to an individual
program, the definition is set forth and
discussed in the applicable EHR
incentive program section.

The incentive payments are available
to EPs which are non-hospital-based
physicians, as defined in section 1861(r)
of the Act, who either receive
reimbursement for services under the
Medicare FFS program or have an
employment or contractual relationship
with a qualifying MA organization
meeting the criteria under section
1853(1)(2) of the Act; or healthcare
professionals meeting the definition of
“eligible professional” under section
1903(t)(3)(B) of the Act as well as the
patient-volume and non-hospital-based
criteria of section 1903(t)(2)(A) of the
Act and eligible hospitals which are
subsection (d) hospitals as defined
under subsection 1886(d)(1)(B) of the
Act that either receive reimbursement
for services under the Medicare FFS
program or are affiliated with a
qualifying MA organization as described
in section 1853(m)(2) of the Act; critical
access hospitals (CAHs); or acute care or
children’s hospitals described under
section 1903(t)(2)(B) of the Act.

a. Certified Electronic Health Record
(EHR) Technology

Under all three EHR incentive
programs, EPs, eligible hospitals, and
CAHs must utilize “certified EHR
technology” if they are to be considered
eligible for the incentive payments. In
the Medicare FFS EHR incentive
program this requirement for EPs is
found in section 1848(0)(2)(A)(i) of the
Act, and for eligible hospitals and CAHs
in section 1886(n)(3)(A)(i) of the Act. In
the MA EHR incentive program this
requirement for EPs is found in section
1853(1)(1) of the Act, and for eligible
hospitals and CAHs, in section
1853(m)(1) of the Act. In the Medicaid
EHR incentive program this requirement
for EPs and Medicaid eligible hospitals
is found throughout section 1903(t) of
the Act, including in section
1903(t)(6)(C) of the Act. Certified EHR
technology is a critical component of
the EHR incentive programs, and the
Secretary has charged ONC, under the
authority given to her in the HITECH
Act, with developing the criteria and
mechanisms for certification of EHR
technology. Therefore, we finalize our
proposal to use the definition of
certified EHR technology adopted by
ONC. ONC issued an interim final rule
with comment for the standards and
certification criteria for certified EHR
technology at the same time our
proposed rule was issued. After
reviewing the comments they received
and to address changes made in this
final rule, ONC will be issuing a final
rule in conjunction with this final rule.
When we refer to the ONC final rule, we
are referring to this final rule titled
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“Health Information Technology: Initial
Set of Standards, Implementation
Specifications, and Certification Criteria
for Electronic Health Record
Technology. When we refer to the ONC
IFR, we are referring to the interim final
rule with comment period published in
the Federal Register on January 13,
2010.

Comment: Several commenters asked
for clarification on the definition of
certified EHR technology. Currently,
hospitals utilize multiple systems to
operate electronically. For example,
some electronic operating systems feed
EHR data and some systems pull EHR
data. Data from the two systems are then
extracted and manipulated to create a
quality measure calculation. The
commenters’ inquired as to how these
systems can continue to be utilized even
though, independently, these systems
will not meet all certification standards.
Some commenters expressed concern
the ONC IFR did not include generation
of the data needed to demonstrate
meaningful use as a certification
requirement and that certified EHR
technology requirements should also
include compliance with HIPAA
standards as well as all relevant state
statutes for the state or states where it
is installed. Commenters recommended
various approaches to defining certified
technology especially in the early stages
of the program. Some suggestions
included, grandfathering existing
systems for a period of three years as
long as the provider could meet specific
meaningful use objectives while
requiring all upgrades to existing
systems to be certified, allowing all EHR
products certified by the Certification
Commission for Health Information
Technology (CCHIT) at the criteria
established for 2008 or later be deemed
as meeting Stage 1 certification
requirements or alternatively CMS
provide a process that can verify
compliance of required features at no
cost to providers or vendors as is done
now with Enterprise Data Interchange
(EDI) claims processing. Some
commenters also offered other thoughts
on potential unintended consequences
of defining the EHR certification
software process to include certifying
agencies that charge for the process. The
commenters believed this could result
in continued new and revised
requirements to justify the certifying
entities’ existence and increase its
revenue.

Response: We have referred those
comments to ONC who addresses them
in their final rule.

We are adopting the ONC definition
of certified EHR technology at 45 CFR
170.102 in this final rule.

b. Qualified Electronic Health Record

In order for an EHR technology to be
eligible for certification, it must first
meet the definition of a Qualified
Electronic Health Record. This term was
defined by ONC in its in its IFR and
finalized by ONC in their final rule, and
we are finalizing our proposal to use the
definition of qualified electronic health
record adopted by ONC in their final
rule to be published concurrently with
this rule.

Comment: We received a few
comments on the definition of qualified
EHR technology. Commenters expressed
concerns regarding perceived gaps in
defining an EHR as qualified such as a
lack of the requirement for a narrative
text for physicians (also known as
progress note). Another comment
requested further clarification regarding
the requirement for a qualified EHR to
“capture and query information relevant
to health care quality” and “exchange
electronic health information with and
integrate such information from other
sources.” For example, some might
believe that these requirements apply
strictly to information contained within
the EHR or closed proprietary hospital
systems and not to information that
would have to be obtained from outside
the four walls of the practice or the
extended (but closed) system.

Response: We have referred those
comments to ONC who addresses them
in their final rule.

We are adopting the ONC definition
of Qualified Electronic Health Record at
45 CFR 170.102.

c. Payment Year

As discussed in the proposed rule,
under section 1848(0)(1)(A)(i) of the Act
the Medicare FFS EHR incentive
payment is available to EPs for a
“payment year.” Section 1848(0)(1)(E) of
the Act defines the term “payment year”
as a year beginning with 2011. While
the Act does not use the term, “payment
year,” for the Medicaid EHR incentive
program, it does use the term “year of
payment” throughout section 1903(t) of
the Act, for example, at sections
1903(t)(3)(C), 1903(t)(4)(A), and
1903(t)(6)(C) of the Act. For all EPs in
the Medicare and Medicaid EHR
incentive programs, we are proposing a
common definition for both “payment
year” and “year of payment,” as “any
calendar year beginning with 2011” at
§495.4. In the proposed rule, we
explained that this definition, which is
consistent with the statutory definition
of “payment year” under Medicare FFS,
would simplify the EHR incentive
programs for EPs. As discussed later in
this preamble, EPs will have the

opportunity to participate in either the
Medicare or Medicaid incentive
programs, and once an EP has selected
a program, they are permitted to make
a one-time switch from one program to
the other. A common definition will
allow EPs to more easily understand
both incentive programs, and inform
their decisions regarding participation
in either program.

Under section 1886(n)(1) of the Act,
the Medicare FFS EHR incentive
payment is available to eligible
hospitals and CAHs for a “payment
year.” Section 1886(n)(2)(G) of the Act
defines the term “payment year” as a
fiscal year beginning in 2011. As
hospitals are paid based on the 12-
month Federal fiscal year, we interpret
the reference to a “fiscal year” means the
fiscal year beginning on October 1 of the
prior calendar year and extending to
September 30 of the relevant year.
Again, for the Medicaid EHR incentive
program, the HITECH Act uses the term,
“year of payment” (see section
1903(t)(5)(D)(ii) of the Act), rather than
“payment year.” For the same reasons
expressed in the proposed rule and
summarized above for proposing a
common definition of “payment year”
for EPs, and because hospitals will have
the opportunity to simultaneously
participate in both the Medicare and
Medicaid EHR incentive programs, we
propose a common definition of
“payment year” and “year of payment”
for both programs.

For purposes of the incentive
payments made to eligible hospitals and
CAHs under the Medicare FFS, MA and
Medicaid EHR incentive programs, we
proposed to define payment year and
year of payment at § 495.4, consistent
with the statutory definition, as “any
fiscal year beginning with 2011.”

Comment: A commenter asked CMS
to identify the first possible payment
year for EPs, and hospitals and CAHs.

Response: The first payment year for
EPs is any calendar year (CY) beginning
with CY 2011 and for eligible hospitals
and CAHs is any fiscal year (FY)
beginning with 2011.

Comment: The majority of
commenters favored our definition of
“payment year” based on the different
existing fiscal periods for eligible
professionals and hospitals. Additional
support was received from some
commenters whom explained that they
participated in performance-based
initiatives, which define a payment year
the same as the proposed rule.

Response: After consideration of the
public comments received, we are
adopting our proposed definition of
“payment year” in the Medicare and
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Medicaid EHR incentive programs as
described above.

Comment: The majority of comments
received regarding the definition of a
payment year asked whether payment
years must be consecutive for an EP or
eligible hospital to receive all years of
incentive payments.

Response: In the proposed rule, we
defined the second, third, fourth, fifth,
and sixth payment year, respectively, to
mean “the second, third, fourth, fifth,
and sixth calendar or Federal fiscal year,
respectively, for which an EP or eligible
hospital receives an incentive payment.”
However, section 1848(0)(1)(E) of Act
defines the second through fifth
payment years for an EP as each
successive year immediately following
the first payment year for such
professional for the Medicare FFS and
MA EHR incentive programs. Similarly,
section 1886(n)(2)(G)(ii) of the Act
defines the second through fourth
payment years for an eligible hospital or
CAH as requiring the years to be
“successive” and “immediately
following” the prior year. This
requirement, that each payment year
“immediately follow” the prior year,
means that every year subsequent to the
first payment year is a payment year
regardless of whether an incentive
payment is received by the EP, eligible
hospital or CAH. For example, if a
Medicare EP receives an incentive in CY
2011, but does not successfully
demonstrate meaningful use or
otherwise fails to qualify for the
incentive in CY 2012, CY 2012 still
counts as one of the EP’s five payment
years and they would only be able to
receive an incentive under the Medicare
EHR incentive program for three more
years as CY 2013 would be there third
payment year. In this example, the
maximum incentive payment that
would apply for this Medicare EP not
practicing predominately in a health
professional shortage area (HPSA)
would be $18,000 in 2011, and $8,000
in 2013 as outlined in section
1848(0)(1)(B) of the Act. The EP would
have qualified for a maximum incentive
payment of $12,000 in 2012, but did not
qualify as a meaningful user for this
year. No incentives may be made under
the Medicare EHR incentive program
after 2016.

The same rule, however, does not
apply to the Medicaid EHR incentive
program. For that program, payments
may generally be non-consecutive. If an
EP or eligible hospital does not receive
an incentive payment for a given CY or
FY then that year would not constitute
a payment year. For example, if a
Medicaid EP receives incentives in CY
2011 and CY 2012, but fails to qualify

for an incentive in CY 2013, they would
still be eligible to receive incentives for
an additional four payment years. For
hospitals, however, starting with FY
2017 payments must be consecutive.
This rule is required by section
1903(t)(5)(D) of the Act, which states
that after 2016, no Medicaid incentive
payment may be made to an eligible
hospital unless “the provider has been
provided payment * * * for the
previous year.” As a result, Medicaid
eligible hospitals must receive an
incentive in FY 2016 to receive an
incentive in FY 2017 and later years.
Starting in FY 2016, incentive payments
must be made every year in order to
continue participation in the program.
In no case may any Medicaid EP or
eligible hospital receive an incentive
after 2021. We have revised our
regulations at § 495.4 to incorporate
these statutory requirements.

Comment: Some commenters
requested that CMS clarify the impact
on EPs when they change practices in
the middle of the incentive payment
program; in other words, if an EP leaves
a practice in year two of the incentive
payment program and goes to another
practice, does that EP forfeit the ability
to continue collecting incentive
payments for years 3 through 57

Response: A qualifying EP that leaves
one practice for another may still be
eligible to receive subsequent incentive
payments if the EP is a meaningful EHR
user in the new practice. The incentive
payment is tied to the individual EP,
and not to his or her place of practice.

d. First, Second, Third, Fourth, Fifth,
and Sixth Payment Year

In accordance with sections
1848(0)(1)(A)(ii), 1886(n)(2)(E),
1814(1)(3)(A), 1903(t)(4)(B), and
1903(t)(5)(A) of the Act, for EPs, eligible
hospitals, and CAHs that qualify for
EHR incentive payments in a payment
year, the amount of the payment will
depend in part on whether the EP or
hospital previously received an
incentive payment and, if so (for the
Medicare EHR incentive program) when
the EP or hospital received his or her
first payment. We proposed to define
the first payment year to mean the first
CY or Federal fiscal year (FY) for which
an EP, eligible hospital, or CAH receives
an incentive payment. Likewise, we
proposed to define the second, third,
fourth, fifth, and sixth payment year,
respectively, to mean the second, third,
fourth, fifth, and sixth CY or FY,
respectively, for which an EP, eligible
hospital, or CAH receives an incentive
payment.

Comment: As stated above, many
commenters requested clarification on
non-consecutive payment.

Response: This comment is addressed
above.

Comment: A commenter requested
CMS to clarify the consequences for a
hospital that originally qualified and
received incentive payments the first
year, but in a subsequent year failed to
qualify as a meaningful user of certified
EHR technology.

Response: Meaningful use will be
assessed on a year-by-year basis as we
establish different Stages of meaningful
use criteria for different years. If an EP
or an eligible hospital including a CAH
has failed to demonstrate meaningful
use of certified EHR technology for a
certain payment year, the EP, eligible
hospital, or CAH will not be qualified
for incentive payments for that payment
year. However, upon successful
demonstration as a meaningful EHR
user in subsequent years, an EP, eligible
hospital or CAH may be eligible to
receive an incentive payment. As
discussed above, however, for the
Medicare program, the failure of the
eligible hospital or CAH to demonstrate
meaningful use in the subsequent year,
will affect the total payments that
hospital is eligible to receive, as,
pursuant to the statute, the hospital is
treated as skipping a payment year.
Payment adjustments apply to Medicare
providers who are unable to
demonstrate meaningful use starting in
2015.

Comment: One commenter asked if
CMS could apply the same Medicaid
EP’s first year incentive eligibility
requirements of adopting, implementing
or upgrading to certified EHR
technology to Medicare physicians
instead of demonstration of meaningful
use.

Response: The HITECH Act allows
Medicaid EPs and eligible hospitals to
receive an incentive for the adoption,
implementation, or upgrade of certified
EHR technology in their first
participation year. In subsequent years,
these EPs and eligible hospitals must
demonstrate that they are meaningful
users. There are no parallel provisions
under the Medicare EHR incentive
program that would authorize us to
make payments to Medicare EPs,
eligible hospitals, and CAHs for the
adoption, implementation or upgrade of
certified EHR technology. Rather, in
accordance with sections 1848(0)(2),
1886(n)(3)(A), and 1814(1)(3)(A) of th
Act, Medicare incentive payments are
only made to EPs, eligible hospitals, and
CAHs for the demonstration of
meaningful use of certified EHR
technology.
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After consideration of the public
comments received, we are finalizing
the definitions of First payment year as
proposed. For the Medicare EHR
incentive programs, we are modifying
the definitions of second, third, fourth,
fifth payment year to make clear that
these years are “each successive year
following the first payment year.” For
the Medicaid EHR incentive program,
we included definitions of first, second,
third, fourth, fifth and sixth payment
year that make clear that these are the
years for which payment is received.
The regulations can now be found at
§495.4 of our regulations.

e. EHR Reporting Period

In the proposed rule, we proposed a
definition of EHR Reporting Period for
purposes of the Medicare and Medicaid
incentive payments under sections
1848(0), 1853(1)(3), 1886(n), 1853(m)(3),
1814(1) and 1903(t) of the Act. For these
sections, we proposed that the EHR
reporting period would be any
continuous 90-day period within the
first payment year and the entire
payment year for all subsequent
payment years. In our proposed rule, we
did not make any proposals regarding
the reporting period that will be used
for purposes of the payment
adjustments that begin in 2015. We
intend to address this issue in future
rulemaking, for purposes of Medicare
incentive payment adjustments under
sections 1848(a)(7), 1853(1)(4),
1886(b)(3)(B)(ix), 1853(m)(4), and
1814(1)(4) of the Act.

For the first payment year only, we
proposed to define the term EHR
reporting period at § 495.4 of our
regulations to mean any continuous 90-
day period within a payment year in
which an EP, eligible hospital or CAH
successfully demonstrates meaningful
use of certified EHR technology. The
EHR reporting period therefore could be
any continuous period beginning and
ending within the relevant payment
year. Starting with the second payment
year and any subsequent payment years
for a given EP, eligible hospital or CAH,
we proposed to define the term EHR
reporting period at § 495.4 to mean the
entire payment year. In our discussion
of considerations in defining
meaningful use later in this section we
discuss how this policy may be affected
by subsequent revisions to the
definition of meaningful use.

For the first payment year, we stated
in the proposed rule our belief that
giving EPs, eligible hospitals and CAHs
flexibility as to the start date of the EHR
reporting period is important, as
unforeseen circumstances, such as
delays in implementation, higher than

expected training needs and other
unexpected hindrances, may cause an
EP, eligible hospital, or CAH to
potentially miss a target start date.

Comment: Some commenters
supported the 90-day reporting period
proposed for the first payment year. One
commenter requested that exceptions,
per the provider request, be considered
individually in cases of compliance for
less than the 90 days (for example, 85
days). Commenters preferred the 90-day
reporting period overall and many
suggested it be used for subsequent
years as well. We also received
comments questioning why Medicaid
providers would need to conform to the
90-day reporting period in order to
adopt, implement or upgrade certified
EHR technology.

Response: We do believe that for
program integrity it is crucial to
maintain a consistent reporting period.
Basing the incentive payments on
meaningful use implies a minimum
level of use in order to receive the
incentive payment. The timeframe is
part of the determination of whether use
is meaningful and therefore requires a
minimum as well. Given the short time
period as compared to the entire year,
we do not believe an exception process
is needed. However, we agree with
commenters that an EHR reporting
period for demonstrating adoption,
implementation or upgrading certified
EHR technology by Medicaid EPs and
eligible hospitals is unnecessary and are
removing it for the final rule in this
instance. Similarly, Medicaid EPs and
eligible hospitals who are demonstrating
meaningful use for the first time in their
second payment year, will have a 90-
day reporting period to maintain parity
with Medicare providers’ first
meaningful use payment year. We do
not believe that after successfully
demonstrating meaningful use, a 90-day
period is appropriate for subsequent
years. The reasons for using the 90-day
period instead of the full year are based
on potential delays in implementing
certifying EHR technology. Once
certified EHR technology is
implemented these are no longer
applicable.

After consideration of the public
comments received and with the
clarification described above for
adopting, implementing or upgrading,
we are finalizing the 90-day reporting
period for the first payment year based
on meaningful use as proposed for
Medicare EPs, eligible hospitals and
CAHs and full year EHR reporting
periods for subsequent payment years.
For Medicaid EPs and eligible hospitals,
the EHR reporting period will be a 90-
day period for the first year a Medicaid

EP or eligible hospital demonstrates
meaningful use and full year EHR
reporting periods for subsequent
payment years.

f. Meaningful EHR User

Section 1848(0)(1)(A)(i) of the Act,
limits incentive payments under the
Medicare FFS EHR incentive program to
an EP who is a “meaningful EHR user.”
Similarly, section 1886(n)(1) and 1814(1)
of the Act, limits incentive payments
under the Medicare FFS EHR incentive
program to an eligible hospital or CAH,
respectively, who is a “meaningful EHR
user.” Section 1903(t)(6)(C)(1)(II) of the
Act limits incentive payments for
payment years other than the first
payment year to a Medicaid EP or
eligible hospital who “demonstrates
meaningful use of certified EHR
technology.” We proposed to define at
§495.4 the term “meaningful EHR user”
as an EP, eligible hospital, or CAH who,
for an EHR reporting period for a
payment year, demonstrates meaningful
use of certified EHR technology in the
form and manner consistent with our
standards (discussed below).

Comment: Several commenters
indicated there is a need to align
measures and programs, to avoid having
to report similar measure standards to
different Federal, State and other
entities.

Response: We concur with the goal of
alignment to avoid redundant and
duplicative reporting and seek to
accomplish this to the extent possible
now and in future rulemaking.

Comment: Several commenters
suggested that CMS considers EPs,
eligible hospitals, and CAHs who are
participating in certain existing
programs as meaningful EHR users. The
commenters contended that the
standards followed by participants in
these programs are equivalent to those
we proposed to adopt for purposes of
demonstrating meaningful use. The
programs recommended by commenters
are—

e Qualified Health Information
Exchange Networks; and

¢ Medicare Electronic Health Record
Demonstration Program.

Response: We do not agree that
participation in these programs would
be the equivalent to demonstrating
meaningful use in accordance with the
criteria under the EHR incentive
programs. Most of these programs place
a heavy focus on one of the five
priorities of meaningful use discussed
in the next section such as reporting
clinical quality measures or the
exchange of health information, tailored
to the individual program’s goals. For
example, the goal of the Medicare
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Electronic Health Record Demonstration
Program, for example, which was
started in 2009 and pre-dates passage of
the HITECH Act, is to reward delivery
of high-quality care supported by the
adoption and use of electronic health
records in physician small to medium-
size primary care practices. The purpose
of this program is to encourage adoption
and increasingly sophisticated use of
EHRs by small to medium-sized primary
care practices. While this goal is similar
to the overall objective of the HITECH
Act, the requirements for the
demonstration are not as broad-based as
that of the HITECH Act, and payment
incentives are based on the level of use
over the duration of the program, which
will vary by practice. Therefore, it is not
appropriate to deem practices
participating in the EHR Demonstration
as meaningful users for purposes of the
HITECH Act. The HITECH Act also
requires use certified EHR technology as
defined by ONC to qualify for incentive
payments. While CCHIT has certified
EHR technology in the past, the ONC
regulation “Establishment of the
Temporary Certification Program for
Health Information Technology; Final
Rule” (see 75 FR 36157) which
establishes a temporary certifying body
has yet to be established. Where
possible, we have aligned the criteria
required to demonstrate meaningful use
with existing programs like PQRI and
RHQDAPU as discussed in section
I1.A.3 of this final rule. After
consideration of the public comments
received, we are finalizing our
definition of a meaningful EHR user as
proposed.

2. Definition of Meaningful Use

a. Considerations in Defining
Meaningful Use

In sections 1848(0)(2)(A) and
1886(n)(3)(A) of the Act, the Congress
identified the broad goal of expanding
the use of EHRs through the term
meaningful use. In section 1903(t)(6)(C)
of the Act, Congress applies the
definition of meaningful use to
Medicaid eligible professionals and
eligible hospitals as well. Certified EHR
technology used in a meaningful way is
one piece of a broader HIT
infrastructure needed to reform the
health care system and improve health
care quality, efficiency, and patient
safety. HHS believes this ultimate vision
of reforming the health care system and
improving health care quality, efficiency
and patient safety should drive the
definition of meaningful use consistent
with the applicable provisions of
Medicare and Medicaid law.

In the proposed rule we explained
that in defining meaningful use we
sought to balance the sometimes
competing considerations of improving
health care quality, encouraging
widespread EHR adoption, promoting
innovation, and avoiding imposing
excessive or unnecessary burdens on
health care providers, while at the same
time recognizing the short timeframe
available under the HITECH Act for
providers to begin using certified EHR
technology.

Based on public and stakeholder
input received prior to publishing the
proposed rule, we consider a phased
approach to be most appropriate. Such
a phased approach encompasses
reasonable criteria for meaningful use
based on currently available technology
capabilities and provider practice
experience, and builds up to a more
robust definition of meaningful use,
based on anticipated technology and
capabilities development. The HITECH
Act acknowledges the need for this
balance by granting the Secretary the
discretion to require more stringent
measures of meaningful use over time.
Ultimately, consistent with other
provisions of law, meaningful use of
certified EHR technology should result
in health care that is patient centered,
evidence-based, prevention-oriented,
efficient, and equitable.

Under this phased approach to
meaningful use, we intend to update the
criteria of meaningful use through
future rulemaking. We refer to the initial
meaningful use criteria as “Stage 1.” We
currently anticipate two additional
updates, which we refer to as Stage 2
and Stage 3, respectively. We expect to
update the meaningful use criteria on a
biennial basis, with the Stage 2 criteria
by the end of 2011 and the Stage 3
criteria by the end of 2013. The stages
represent an initial graduated approach
to arriving at the ultimate goal.

e Stage 1: The Stage 1 meaningful use
criteria, consistent with other provisions
of Medicare and Medicaid law, focuses
on electronically capturing health
information in a structured format;
using that information to track key
clinical conditions and communicating
that information for care coordination
purposes (whether that information is
structured or unstructured, but in
structured format whenever feasible);
implementing clinical decision support
tools to facilitate disease and
medication management; using EHRs to
engage patients and families and
reporting clinical quality measures and
public health information. Stage 1
focuses heavily on establishing the
functionalities in certified EHR
technology that will allow for

continuous quality improvement and
ease of information exchange. By having
these functionalities in certified EHR
technology at the onset of the program
and requiring that the EP, eligible
hospital or CAH become familiar with
them through the varying levels of
engagement required by Stage 1, we
believe we will create a strong
foundation to build on in later years.
Though some functionalities are
optional in Stage 1, as outlined in
discussions later in this rule, all of the
functionalities are considered crucial to
maximize the value to the health care
system provided by certified EHR
technology. We encourage all EPs,
eligible hospitals and CAHs to be
proactive in implementing all of the
functionalities of Stage 1 in order to
prepare for later stages of meaningful
use, particularly functionalities that
improve patient care, the efficiency of
the health care system and public and
population health. The specific criteria
for Stage 1 of meaningful use are
discussed at section II.2.c of this final
rule.

e Stage 2: Our goals for the Stage 2
meaningful use criteria, consistent with
other provisions of Medicare and
Medicaid law, expand upon the Stage 1
criteria to encourage the use of health IT
for continuous quality improvement at
the point of care and the exchange of
information in the most structured
format possible, such as the electronic
transmission of orders entered using
computerized provider order entry
(CPOE) and the electronic transmission
of diagnostic test results (such as blood
tests, microbiology, urinalysis,
pathology tests, radiology, cardiac
imaging, nuclear medicine tests,
pulmonary function tests, genetic tests,
genomic tests and other such data
needed to diagnose and treat disease).
For the final rule, we elaborate on our
plans for Stage 2. We expect that stage
two meaningful use requirements will
include rigorous expectations for health
information exchange, including more
demanding requirements for e-
prescribing and incorporating structured
laboratory results and the expectation
that providers will electronically
transmit patient care summaries to
support transitions in care across
unaffiliated providers, settings and EHR
systems. Increasingly robust
expectations for health information
exchange in stage two and stage three
will support and make real the goal that
information follows the patient. We
expect that Stage 2 will build upon
Stage 1 by both altering the expectations
of the functionalities in Stage 1 and
likely adding new functionalities which
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are not yet ready for inclusion in Stage
1, but whose provision is necessary to
maximize the potential of EHR
technology. As discussed later in this
final rule, we are making some
objectives of the Stage 1 of meaningful
use optional and other required. We will
consider every objective that is optional
for Stage 1 to be required in Stage 2 as
well as revaluate the thresholds and
exclusions of all the measures both
percentage based and those currently a
yes/no attestation. Additionally, we may
consider applying the criteria more
broadly to all outpatient hospital
settings (not just the emergency
department).

e Stage 3: Our goals for the Stage 3
meaningful use criteria are, consistent
with other provisions of Medicare and
Medicaid law, to focus on promoting
improvements in quality, safety and
efficiency leading to improved health
outcomes, focusing on decision support
for national high priority conditions,
patient access to self management tools,
access to comprehensive patient data
through robust, patient-centered health
information exchange and improving
population health.

We did not include regulatory
provisions for Stage 2 or Stage 3 in our
proposal and with one exception
discussed under the CPOE objective, we
are not finalizing Stage 2 or Stage 3
requirements at this time. However, we
plan to build upon Stage 1 by increasing
the expectations of the functionalities in
Stage 1 and adding new objectives for
Stage 2. In our next rulemaking, we
currently intend to propose that every
objective in the menu set for Stage 1 (as
described later in this section) be
included in Stage 2 as part of the core
set. While allowing providers flexibility
in setting priorities for EHR
implementation takes into account their
unique circumstances, we maintain that
all the objectives are crucial to building
a strong foundation for health IT and to
meeting the statutory objectives of the
Act. In addition, as indicated in our
proposed rule, we anticipate raising the
threshold for these objectives in both
Stage 2 and 3 as the capabilities of HIT
infrastructure increases. For Stage 2, we
intend to review the thresholds and
measures associated with all Stage 1
objectives considering advances in
technology, changes in standard
practice, and changes in the
marketplace (for example, wider
adoption of information technology by
pharmacies) and propose, as
appropriate, increases in these
requirements.

We recognize that the thresholds
included in the final regulation are
ambitious for the current state of

technology and standards of care.
However, we expect the delivery of
health care to evolve through the
inception of the HITECH incentive
programs and implementation of the
Affordable Care Act prior to finalizing
Stage 2. Furthermore, data collected
from the initial attestations of
meaningful use will be used to ensure
that the thresholds of the measures that
accompany the objectives in Stage 2 are
continue to aggressively advance the use
of certified EHR technology. Finally, we
continue to anticipate redefining our
objectives to include not only the
capturing of data in electronic format
but also the exchange (both
transmission and receipt) of that data in
increasingly structured formats. As
appropriate, we intend to propose the
addition of new objectives to capture
new functions that are necessary to
maximize the potential of EHR
technology, but were not ready for Stage
1. For instance, we would consider
adding measures related to CPOE orders
for services beyond medication orders.
The intent and policy goal for raising
these thresholds and expectations is to
ensure that meaningful use encourages
patient-centric, interoperable health
information exchange across provider
organizations.

We will continue to evaluate the
progression of the meaningful use
definition for consistency with the
HITECH ACT and any future statutory
requirements relating to quality
measurement and administrative
simplification. As the purpose of these
incentives is to encourage the adoption
and meaningful use of certified EHR
technology, we believe it is desirable to
account for whether an EP, eligible
hospital or CAH is in their first, second,
third, fourth, fifth, or sixth payment
year when deciding which definition of
meaningful use to apply in the
beginning years of the program. The HIT
Policy Committee in its public meeting
on July 16, 2009 also voiced its approval
of this approach. However, such
considerations are dependent on future
rulemaking, so for this final rule Stage
1 criteria for meaningful use are valid
for all payments years until updated by
future rulemaking.

We proposed that Medicare EPs,
eligible hospitals, and CAHs whose first
payment year is 2011 must satisfy the
requirements of the Stage 1 criteria of
meaningful use in their first and second
payment years (2011 and 2012) to
receive the incentive payments. We
anticipate updating the criteria of
meaningful use to Stage 2 in time for the
2013 payment year and therefore
anticipate for their third and fourth
payment years (2013 and 2014), an EP,

eligible hospital, or CAH whose first
payment year is 2011 would have to
satisfy the Stage 2 criteria of meaningful
use to receive the incentive payments.
We proposed that Medicare EPs, eligible
hospitals, and CAHs whose first
payment year is 2012 must satisfy the
Stage 1 criteria of meaningful use in
their first and second payment years
(2012 and 2013) to receive the incentive
payments. We anticipate updating the
criteria of meaningful use to Stage 2 in
time for the 2013 payment year and
anticipate for their third payment year
(2014), an EP, eligible hospital, or CAH
whose first payment year is 2012 would
have to satisfy the Stage 2 criteria of
meaningful use to receive the incentive
payments. We discussed in the
proposed rule that Medicare EPs,
eligible hospitals, and CAHs whose first
payment year is 2013 must satisfy the
Stage 1 criteria of meaningful use in
their first payment year (2013) to receive
the incentive payments. We anticipate
updating the criteria of meaningful use
to Stage 2 in time for the 2013 payment
year and therefore anticipate for their
second payment year (2014), an EP,
eligible hospital, or CAH whose first
payment year is 2013 would have to
satisfy the Stage 2 criteria of meaningful
use to receive the incentive payments.
We discussed in the proposed rule that
Medicare EPs, eligible hospitals, and
CAHs whose first payment year is 2014
must satisfy the Stage 1 criteria of
meaningful use in their first payment
year (2014) to receive the incentive
payments. In the proposed rule, we
discussed the idea that alignment of
stage of meaningful use and payment
year should synchronize for all
providers in 2015, and requested
comment on the need to create such
alignment. After reviewing public
comment on this issue, our goal remains
to align the stages of meaningful use
across all providers in 2015. However,
we acknowledge the concerns regarding
the different Medicare and Medicaid
incentive timelines, as well as concerns
about whether Stage 3 would be
appropriate for an EP’s, eligible
hospital’s or CAH’s first payment year at
any point in the future and believe the
issue needs additional review and
discussion before we lay out a clear path
forward for 2015 and beyond. Therefore,
we have decided to remove language in
the final rule discussing our possible
directions for any year beyond 2014. We
will address the years beyond 2014 in
later rulemaking. Table 1 outlines how
we anticipate applying the respective
criteria of meaningful use in the first
years of the program, and how we
anticipate applying such criteria for
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subsequent payment years, through
2014. Please note that nothing in this
discussion restricts us from requiring
additional stages of meaningful use
(beyond stage 3) through future
rulemaking. In addition, as we expect to

engage in rulemaking to adopt the
criteria that will accompany Stages 2
and 3 of meaningful use, stakeholders
should wait for those rulemakings to
determine what will be required for
those Stages and should not view the

discussions in this preamble or final
rule as binding the agency to any
specific definition for those future
stages.

TABLE 1: Stage of Meaningful Use Criteria by Payment Year

First Payment Year

Payment Year 2011 2012 2013 2014 2015
2011 Stage | | Stage 1 Stage 2 | Stage 2 | TBD
2012 Stage 1 Stage 1 | Stage2 | TBD
2013 Stage 1 | Stage 1 | TBD
2014 Stage 1 | TBD

Please note that each of the EHR
incentive programs has different rules
regarding the number of payment years
available, the last year for which
incentives may be received, and the last
payment year that can be the first
payment year for an EP, eligible
hospital, or CAH. The applicable
payment years and the incentive
payments available for each program are
also discussed in section II.C. of this
final rule for the Medicare FFS EHR
incentive program, in section IL.D. of
this final rule for the MA EHR incentive
program, and in section ILE. of this final
rule for the Medicaid EHR incentive
program.

Comment: Numerous commenters
noted that it is inappropriate to align the
Medicaid EHR incentive payment
program with the Medicare program due
to the lack of penalties in the Medicaid
program and due to the option for
Medicaid providers to participate in
their first year by adopting,
implementing, or upgrading certified
EHR technology.

Response: This was not the only
reason for having all EPs, eligible
hospitals, and CAHs align by 2015.
However, as we are not addressing
stages of meaningful use beyond 2014 in
this final rule, potential alignment is not
discussed. We will reconsider this
comment in future rulemaking.

The stages of criteria of meaningful
use and how they are demonstrated are
described further in this final rule and
will be updated in subsequent
rulemaking to reflect advances in HIT
products and infrastructure. We note
that such future rulemaking might also
include updates to the Stage 1 criteria.

We invited comment on our
alignment between payment year and
the criteria of meaningful use
particularly in regards to the need to
create alignment across all EPs, eligible

hospitals, and CAHs in all EHR
incentive programs in 2015.

Comment: Many commenters
requested that if there continued to be
a year where all EPs, eligible hospitals
and CAHs must meet the same stage of
meaningful use that that year be 2017,
rather than 2015 as we had discussed in
the proposed rule. These commenters
asserted that EPs, eligible hospitals, and
CAHs whose first payment year is after
2011 might not have sufficient time to
reach the Stage 3 of meaningful use
criteria by 2015. Some commenters
pointed out that while the HITECH Act
states that 2015 is the first year of
payment adjustments, it provides for
escalation of the payment adjustments
so that they do not reach their full levels
until 2017.

Response: As we explained in the
proposed rule, equity in the level of
meaningful use across all EPs, eligible
hospitals, and CAHs subject to the
payment adjustment was not the only
reason for our plan that all EPs, eligible
hospitals, and CAHs satisfy the Stage 3
criteria for either the Medicare or
Medicaid EHR incentive programs. The
achievement of many of the ultimate
goals of meaningful use of certified EHR
technology are dependent on a critical
mass of EPs, eligible hospitals, and
CAHs all being meaningful EHR users.
Exchange of health information is most
valuable when it is so robust that it can
be relied upon to provide a complete or
nearly complete picture of a patient’s
health. For example, robust Stage 3
meaningful use by an EP does not assist
that EP in avoiding ordering a
duplicative test, if the EP with
information on the original test is only
a Stage 1 meaningful EHR user and is
not yet exchanging that information.
This dependency is key to the need to
get to Stage 3 for all providers. Another

reason for alignment at Stage 3 in 2015
is that many of the barriers to
functionalities of EHRs that exist today
as may no longer exist in 2015. The
existence of these barriers today is one
of the primary reasons for having a
staged approach as opposed to requiring
more robust meaningful use at the
beginning of the program. Providers,
developers of EHRs, government and
non-governmental organizations are all
working to remove these barriers. We
believe it is likely there will be success
in removing many of these barriers,
which would make many of the
compromises made in Stage 1 no longer
necessary by 2015. However, due to the
many comments on alignment starting
in 2015 and our plan to engage in
additional more rounds of rulemaking,
we are removing discussion of actual
alignment between the first payment
year of an EP, eligible hospital, or CAH
and the Stage of meaningful use they
will be expected to meet for all years
after 2014. Our policies for 2015 and
subsequent years will be determined
through future rulemaking.

Comment: Several commenters
requested that CMS base the payment
adjustments on Stage 1 of meaningful
use regardless of the EP, eligible
hospital, or CAH’s prior participation in
the incentive program.

Response: We thank commenters for
the thoughtful comments received, and
will take their input into consideration
when in future rulemaking when we
consider whether to require that EPs,
eligible hospitals, and CAHs satisfy the
stage 3 definition of meaningful use in
order to avoid reduced payments under
Medicare for their professional services
and inpatient hospital services
beginning 2015. We reiterate, however,
that in this final rule we are only
adopting criteria that we expect will
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apply in 2011 and 2012. We have also
outlined the expected progression of
stages of meaningful use criteria until
2014. However, we are not in this rule
finalizing regulations that address the
meaningful use standards that apply in
2015 and thereafter.

Comment: Numerous commenters
requested that we specifically propose
objectives and measures for Stage 2 and
3. We also received recommendations
on what those objectives and, in rare
cases, measures should be. We
discussed some of these objectives in
the proposed rule and discuss them
again in this final rule in section II.d.
Others are highly related to existing
objectives, while still others were not
discussed in any way in the proposed
rule. The suggested objectives and
measures for Stages 2 and 3 include the
following:

e Use of evidence-based order sets.

¢ Electronic medication
administration record (eMAR).

¢ Bedside medication administration
support (barcode/RFID).

e Record nursing assessment in EHR.

e Record nursing plan of care in EHR.

¢ Record physician assessment in
EHR.

e Record physician notes in EHR.

e Multimedia/Imaging integration.

e Generate permissible discharge
prescriptions electronically.

¢ Contribute data to a PHR.

¢ Record patient preferences
(language, etc).

e Provide electronic access to patient-
specific educational resources.

¢ Asking patients about their
experience of care.

Response: With one exception
discussed under the CPOE objective, we
continue to believe that finalizing
specific objectives and measures for
later stages is inappropriate. One of the
greatest benefits of the phased stage
approach is the ability to consider the
impact and lessons of the prior stage
when formulating a new stage. Many
commenters supported our discussion
of later stages for this very reason. In
addition, we do not believe it is
appropriate to finalize objectives for any
stage of meaningful use that were not
specifically discussed in the proposed
rule, as doing so would deprive the
public the opportunity to comment on
the objective in question. Nevertheless,
we thank commenters for the thoughtful
comments received, and expect to take
their input into consideration when in
future rulemaking we consider
additional or revised criteria and
measures to adopt for the stage 2 and
stage 3 definitions of meaningful use.

Comment: A commenter indicated
that attestation is an insufficient means

to hold providers accountable for the
expenditure of public funds and to
protect against fraud and abuse.
Response: We likewise are concerned
with the potential fraud and abuse.
However, Congress for the HITECH Act
specifically authorized submission of
information as to meaningful use
through attestation. CMS is developing
an audit strategy to ameliorate and
address the risk of fraud and abuse.

b. Common Definition of Meaningful
Use Under Medicare and Medicaid

Under sections 1848(0)(1)(A)(d),
1814(1)(3)(A), and 1886(n)(1) of the Act,
an EP, eligible hospital or CAH must be
a meaningful EHR user for the relevant
EHR reporting period in order to qualify
for the incentive payment for a payment
year in the Medicare FFS EHR incentive
program. Sections 1848(0)(2)(A) and
1886(n)(3)(A) of the Act provide that an
EP and an eligible hospital shall be
considered a meaningful EHR user for
an EHR reporting period for a payment
year if they meet the following three
requirements: (1) Demonstrates use of
certified EHR technology in a
meaningful manner; (2) demonstrates to
the satisfaction of the Secretary that
certified EHR technology is connected
in a manner that provides for the
electronic exchange of health
information to improve the quality of
health care such as promoting care
coordination, in accordance with all
laws and standards applicable to the
exchange of information; and (3) using
its certified EHR technology, submits to
the Secretary, in a form and manner
specified by the Secretary, information
on clinical quality measures and other
measures specified by the Secretary.
The HITECH Act requires that to receive
a Medicaid incentive payment in the
initial year of payment, an EP or eligible
hospital may demonstrate that they have
engaged in efforts to “adopt, implement,
or upgrade certified EHR technology.”
Details, including special timeframes,
on how we define and implement
“adopt, implement, and upgrade” are in
section I1.D.7.b.2 of this final rule. For
subsequent payment years, or the first
payment year if an EP or eligible
hospital chooses, section
1903(t)(6)(C)(1)(II) of the Act, prohibits
receipt of an incentive payment, unless
“the Medicaid provider demonstrates
meaningful use of certified EHR
technology through a means that is
approved by the State and acceptable to
the Secretary, and that may be based
upon the methodologies applied under
section 1848(0) or 1886(n).” (Sections
1848(0) and 1886(n) of the Act refer to
the Medicare EHR incentive programs
for EPs and eligible hospitals/CAHs

respectively.) Under section 1903(t)(8)
of the Act to the maximum extent
practicable, we are directed to avoid
duplicative requirements from Federal
and State governments to demonstrate
meaningful use of certified EHR
technology. Provisions included at
section 1848(0)(1)(D)(iii) of the Act also
contain a Congressional mandate to
avoid duplicative requirements for
meaningful use, to the extent
practicable. Finally, section 1903(t)(8) of
the Act allows the Secretary to deem
satisfaction of the requirements for
meaningful use of certified EHR
technology for a payment year under
Medicare to qualify as meaningful use
under Medicaid.

We stated in the proposed rule that
we believe that given the strong level of
interaction on meaningful use
encouraged by the HITECH Act, there
would need to be a compelling reason
to create separate definitions for
Medicare and Medicaid. We declared in
the proposed rule that we had found no
such reasons for disparate definitions in
our internal or external discussions. To
the contrary, stakeholders have
expressed strong preferences to link the
Medicare and Medicaid EHR incentive
programs wherever possible. Hospitals
are entitled to participate in both
programs, and we proposed to offer EPs
an opportunity to switch between the
Medicare and Medicaid EHR incentive
programs. Therefore, we proposed to
create a common definition of
meaningful use that would serve as the
definition for EPs, eligible hospitals and
CAHs participating in the Medicare FFS
and MA EHR incentive program, and
the minimum standard for EPs and
eligible hospitals participating in the
Medicaid EHR incentive program. We
clarified that under Medicaid this
proposed common definition would be
the minimum standard. We proposed to
allow States to add additional objectives
to the definition of meaningful use or
modify how the existing objectives are
measured; the Secretary would not
accept any State alternative that does
not further promote the use of EHRs and
healthcare quality or that would require
additional functionality beyond that of
certified EHR technology. See section
IL.D.8. of this final rule for further
details.

For hospitals, we proposed to exercise
the option granted under section
1903(t)(8) of the Act and deem any
Medicare eligible hospital or CAH who
is a meaningful EHR user under the
Medicare EHR incentive program and is
otherwise eligible for the Medicaid
incentive payment to be classified as a
meaningful EHR user under the
Medicaid EHR incentive program. This
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is applicable only to eligible hospitals
and CAHs, as EPs cannot
simultaneously receive an incentive
payment under both Medicare and
Medicaid.

We solicited comments as to whether
there are compelling reasons to give the
States additional flexibility in creating
disparate definitions beyond what was
proposed. In addition, if commenting in
favor of such disparate definitions, we
also asked interested parties to comment
on whether the proposal of deeming
meeting the Medicare definition as
sufficient for meeting the Medicaid
definition remains appropriate under
the disparate definitions. This is
applicable only to hospitals eligible for
both the Medicare and Medicaid
incentive programs. Furthermore, if a
State has CMS-approved additional
meaningful use requirements, hospitals
deemed as meaningful users by
Medicare would not have to meet the
State-specific additional meaningful use
requirements in order to qualify for the
Medicaid incentive payment.

Comment: Most commenters believe
that States should not be allowed the
option to add to or change the
meaningful use requirements for the
Medicaid EHR incentive program. The
commenters’ main reason for
standardizing the meaningful use
requirements for both Medicare and
Medicaid is to eliminate administrative
burden on both providers and EHR
vendors to accommodate programming
and reporting using different technical
specifications for the same or similar
measures.

Response: After consideration of the
comments received, we are finalizing
the provisions regarding possible
differences in the definition of
meaningful use between Medicare and
Medicaid with the following revisions.
We believe that over time the option to
add to or change the floor definition of
meaningful use might represent an
important policy tool for States and
therefore CMS plans to review 