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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 412, 413, 422, and 495
[CMS-0033—P]
RIN 0938-AP78

Medicare and Medicaid Programs;
Electronic Health Record Incentive
Program

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

ACTION: Proposed rule.

SUMMARY: This proposed rule would
implement the provisions of the
American Recovery and Reinvestment
Act of 2009 (ARRA) (Pub. L. 111-5) that
provide incentive payments to eligible
professionals (EPs) and eligible
hospitals participating in Medicare and
Medicaid programs that adopt and
meaningfully use certified electronic
health record (EHR) technology. The
proposed rule would specify the—initial
criteria an EP and eligible hospital must
meet in order to qualify for the incentive
payment; calculation of the incentive
payment amounts; payment adjustments
under Medicare for covered professional
services and inpatient hospital services
provided by EPs and eligible hospitals
failing to meaningfully use certified
EHR technology; and other program
participation requirements. Also, as
required by ARRA the Office of the
National Coordinator for Health
Information Technology (ONC) will be
issuing a closely related interim final
rule that specifies the Secretary’s
adoption of an initial set of standards,
implementation, specifications, and
certification criteria for electronic health
records. ONC will also be issuing a
notice of proposed rulemaking on the
process for organizations to conduct the
certification of EHR technology.

DATES: To be assured consideration,
comments must be received at one of
the addresses provided below, no later
than 5 p.m. on March 15, 2010.

ADDRESSES: In commenting, please refer
to file code CMS—-0033-P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the instructions on the home page.

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-0033-P, P.O. Box 8013, Baltimore,
MD 21244-8013.

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

3. By express or overnight mail. You
may send written comments to the
following address only: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS—0033-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 telephone number (410) 786—
9994 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.

Submission of comments on
paperwork requirements. You may
submit comments on this document’s
paperwork requirements by following
the instructions at the end of the
“Collection of Information
Requirements” section in this document.

In the event that CMS must limit the
number of employees reporting for duty
during an emergency or for other
reasons, submitting comments on CMS
regulations and Paperwork Reduction
Act (PRA) notices via
www.regulations.gov will ensure that

CMS considers the comments promptly.
Comments mailed or delivered to the
CMS headquarters may not be readily
accessible for review if CMS employees
are not able to report to work at the CMS
headquarters. CMS wishes to ensure
that public comments on its regulations
and PRA notices are promptly displayed
on the regulations.gov Web site for the
public to review. To ensure that
comments are displayed as quickly as
possible, we request that the public use
only one public comment submission
option. These efforts are intended to
ensure that CMS operations continue
even during an emergency and that
consideration of public comments and
access to those comments occur timely.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

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. Terry Kay, (410) 786—
4493, Medicare fee for service payment
issues.

SUPPLEMENTARY INFORMATION:

Submitting Comments: We welcome
comments from the public on all issues
set forth in this proposed rule to assist
us in fully considering issues and
developing policies. You can assist us
by referencing the file code (CMS-0033-
P) and the specific “issue identifier” that
precedes the section on which you
choose to comment.

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 as
they are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone 1-800-743-3951.
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Acronyms

ARRA American Recovery and
Reinvestment Act of 2009

CAH Critical Access Hospital

CAHPS Consumer Assessment of
Healthcare Providers and Systems

CCN CMS Certification Numbers

CHIP Children’s Health Insurance Program

CHIPRA Children’s Health Insurance
Program Reauthorization Act of 2009

CMS Centers for Medicare & Medicaid
Services

CY Calendar Year

EHR Electronic Health Record

EP Eligible Professionals

EPO Exclusive Provider Organization

FACA Federal Advisory Committee Act

FFP Federal Financial Participation

FFS Fee-For-Service

FQHC Federally Qualified Health Center

FTE Full-Time Equivalent

FY Fiscal Year

FFY Federal Fiscal Year

HEDIS Healthcare Effectiveness Data and
Information Set

HHS Department of Health and Human
Services

HIE Health Information Exchanges

HIT Health Information Technology

HIPPA 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 Services
Administration

IAPD Implementation Advanced Planning
Document

IPA Independent Practice Association

IHS Indian Health Services

IT Information Technology

MA Medicare Advantage

MAC Medicare Administrative Contractor

MCO Medicaid Managed Care Organization

MITA Medicaid Information Technology
Architecture

MMIS Medicaid Management Information
Systems

MSA Medical Savings Account

NCQA National Committee for Quality
Assurance

NCVHS National Committee on Vital and
Health Statistics

NPI National Provider Identifier

ONC Office of the National Goordinator for
Health Information Technology

PAHP Prepaid Ambulatory Health Plan

PAPD Planning Advanced Planning
Document

PIHP Prepaid Inpatient Health Plan

PFFS Private Fee-For-Service

PHO Physician Hospital Organization

PHS Public Health Service

POS Place of Service

PPO Preferred Provider Organization

PSO Provider Sponsored Organization

RHC Rural Health Clinic

RPPO Regional Preferred Provider
Organization

SMHP State Medicaid Health Information
Technology Plan

TIN Tax Identification Number
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(2) Adopting, Implementing or Upgrading
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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—
EPs and Hospitals (§495.204)
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Eligible Professionals and Hospitals
(§495.220)

G. ICRs Regarding Process for Payments
(§495.312)

H. ICRs Regarding Activities Required to
Receive an Incentive Payment
(§495.314)

I. ICRs Regarding State Monitoring and
Reporting Regarding Activities Required
To Receive an Incentive Payment
(§495.316)

J. ICRs Regarding State Responsibilities for
Receiving FFP (§495.318)

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
Health Record Incentive Payments
(§495.366)

IV. Response to Comments
V. Regulatory Impact Analysis

A. Overall Impact

B. Regulatory Flexibility Analysis

C. Small Rural Hospitals

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,
2009. ARRA includes many measures to
modernize our nation’s infrastructure,
enhance energy independence, expand
educational opportunities, provide tax
relief, and preserve and improve
affordable health care. 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) and
eligible hospitals to promote the
adoption and meaningful use of
interoperable health information

technology and qualified EHRs.
Expanded use of health information
technology (HIT) and EHRs will
improve the quality and value of
American health care. 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.” The incentive payments for
adoption and meaningful use of HIT and
qualified EHRs are part of a broader
effort under the HITECH Act to
accelerate the adoption of HIT and
utilization of qualified EHRs. We are
developing the incentive programs
which are outlined in Division B, Title
IV of the HITECH Act and these
programs are the keys to inducing
providers to actively utilize HIT.

EPs and eligible hospitals qualify for
the EHR incentive payments if, among
other requirements, they meaningfully
use certified EHR technology. This
proposed rule sets forth a proposed
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. “Meaningful use” is a
term defined by CMS and describes the
use of HIT that furthers the goals of
information exchange among health care
professionals. In an upcoming interim
final rule, ONC will identify the initial
set of standards and implementation
specifications that EHR technology must
implement, as well as the certification
criteria that will be used to certify EHR
technology, and will further define the
term “certified EHR technology.” In a
related proposed rule, the Department
will propose the development of a
certification program for health IT.
Specifically, we have sought to ensure
that the definition of meaningful use of
certified EHR technology does not
require EPs and eligible hospitals to
perform functionalities 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
proposed rule to also review the ONC
interim final rule with comment and the
related proposed rule when they are
published later this year and to visit
http://healthit.hhs.gov and http://
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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
the meaningful use of certified EHR
technology by EPs participating in the
original Medicare program or
hereinafter referred to as 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 are not meaningful users of
certified EHR technology will receive
less than 100 percent of the fee schedule
for their professional services. Section
4101(c) of the HITECH Act adds a new
subsection (1) to section 1853 of the Act
to provide incentive payments to
Medicare Advantage (MA) organizations
for their affiliated EPs who
meaningfully use certified EHR
technology and meet certain other
requirements, and a requirement to
make a downward adjustment to
Medicare payments to MA organizations
for professional services provided by
any of their affiliated EPs who are not
meaningful users of certified EHR
technology, beginning in 2015, and
avoids duplicate of payments from the
MA EHR incentive program under this
section and the FFS EHR incentive
program under section 1848(0)(1)(A).

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 incentive payments for
the meaningful use of certified EHR
technology by subsection (d) hospitals,
as defined under section 1886(d)(1)(B)
of the Act, participating in Medicare
FFS program beginning in Federal fiscal
year (FY) 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.
Section 4102(b)(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 cost beginning in FY 2011. In
addition, section 4102 (a)(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
MA organizations for certain affiliated
hospitals that meaningfully use certified
EHR technology to address avoidance of
duplicate payments, and to make a
downward adjustment to payments to
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 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, and
operate (including support services and
training for staff) 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
Regulations

We propose to add a new part 495 to
title 42 of the Code of Federal
Regulations to implement the provisions
discussed in this section of the
proposed rule related to certified EHR
technology for providers participating in
either the Medicare program or the
Medicaid program.

The HITECH Act creates incentives in
the Medicare Fee-for-Service (FFS),
Medicare Advantage (MA), and
Medicaid programs for demonstrating
meaning EHR use and payment
adjustments in the Medicare FFS and
MA programs for not demonstrating
meaningful EHR use. 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 demonstrating

meaningful use of certified EHR
technology. Eligible hospitals may
participate in either one of the Medicare
(FFS or MA) programs and the Medicaid
program, assuming they meet each
program’s eligibility requirements,
which vary across 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.” In these cases, we seek to
create as much commonality between
the three programs as possible and have
structured this proposed rule based on
that 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,
Medicare Advantage, and Medicaid
Programs

Title IV, Division B of the HITECH
Act establishes incentive payments
under the Medicare and Medicaid
programs for certain professionals and
hospitals that meaningfully use certified
EHR technology. Under Medicare, these
incentive payments may be made to
qualifying professionals, hospitals, and
Medicare Advantage (MA) organizations
on behalf of certain MA affiliated
physicians and hospitals. We refer to
the incentive payments made under the
original Medicare program as the
Medicare FFS EHR incentive program.
We refer to the incentive payments
made to qualifying MA organizations as
the MA EHR incentive program, and the
incentive payments made under
Medicaid as the Medicaid EHR
incentive program. When referring to
Medicare EHR incentive program, we
are referring to both the Medicare FFS
EHR and the MA EHR incentive
programs.

1. Definitions

Sections 4101, 4102, and 4202 of the
HITECH Act use many identical or
similar terms. In this section of the
preamble, we discuss terms for which
we are proposing uniform definitions
for the Medicare FFS, Medicare
Advantage, and Medicaid EHR incentive
programs. These definitions would be
included 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.
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a. Certified Electronic Health Record
(EHR) Technology

The incentive payments are available
to EPs (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 (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). Under all three EHR incentive
programs, EPs and eligible hospitals
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)() of the Act, as added by
section 4101(a) of the HITECH Act, and
for eligible hospitals and CAHs in
section 1886(3)(A)(i) of the Act, as
added by section 4102(a) of the HITECH
Act. In the MA EHR incentive program
this requirement for EPs is found in
section 1853(1)(1) of the Act, as added
by section 4101(c) of the HITECH Act,
and for eligible hospitals and CAHs, in
section 1853(m)(1) of the Act, as added
by section 4201(c) of the HITECH 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, as
added by section 4201(a)(2) of the
HITECH Act. While certified EHR
technology is a critical component of
the EHR incentive programs, under the
authority given to her in the HITECH
Act, the Secretary has charged ONC
with developing the criteria and
mechanisms for certification of EHR
technology. Therefore, ONC will be
defining certified EHR technology in its
upcoming interim final rule and we
propose to use the definition of certified
EHR technology adopted by ONC.

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 will
be defined by ONC in its upcoming
interim final rule, and we propose to
use the definition of qualified electronic
health record adopted by ONC.

c. Payment Year

Under section 1848(0)(1)(A)(i) of the
Act, as added by section 4101(a) of the
HITECH 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 HITECH 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,
we are proposing a common definition
for both “payment year” and “year of
payment,” as “any calendar year
beginning with 2011” at § 495.4. (The
only exception to this rule, is that in
certain cases, Medicaid EPs would be
able to participate in the Medicaid EHR
incentive program starting with CY
2010, for adopting, implementing, or
upgrading certified EHR technology. For
further discussion of this early
participation in the Medicaid EHR
incentive program, we refer readers to
section I.D.3.c. of this proposed rule.)

This definition, which is consistent
with the statutory definition of
“payment year” under Medicare FF'S,
will simplify the EHR incentive
programs for EPs. As discussed later in
this preamble, EPs may have the
opportunity to participate in either the
Medicare or Medicaid incentive
programs, and once an EP has picked 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 programs, and inform decisions
regarding whether they are eligible for,
and/or wish to participate in either
program. Under section 1886(n)(1) of
the Act, as added by section 4102(a) of
the HITECH 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 (FY) beginning in 2011.
As hospitals are paid based on the 12-
month Federal fiscal year, we believe
the reference to a “fiscal year” means the
fiscal year beginning on October 1 of the
prior 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 above
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 under the Medicare FFS, MA
and Medicaid EHR incentive programs,
we propose to define payment year and
year of payment at § 495.4, consistent
with the statutory definition, as “any
fiscal year beginning with 2011”. (The
only exception to this rule, is that in
certain cases, Medicaid eligible
hospitals would be able to participate in
the Medicaid EHR incentive program
starting with FY 2010, for adopting,
implementing, or upgrading certified
EHR technology. For further discussion
of this early participation in the
Medicaid EHR incentive program, we
refer readers to section IL.D.3.c of this
proposed rule.)

The actual timing of the incentive
payment for a given payment year varies
depending on which EHR incentive
program an EP or an eligible hospital is
participating in. Details on the timing of
incentive payments for a given payment
year can be found in section II.B.of the
proposed rule for Medicare FFS, section
II.C. of the proposed rule for MA and
section IL.D. of the proposed rule for
Medicaid.

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

For EPs and eligible hospitals that
qualify for EHR incentive payments in
a payment year, the amount of the
payment will depend in part on how
many previous payment years, if any, an
EP or eligible hospital received an
incentive payment. We propose to
define the first payment year to mean
the first calendar or Federal fiscal year
for which an EP or eligible hospital
receives an incentive payment.
Likewise, we propose to define 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.

e. EHR Reporting Period

In order to qualify for an incentive
payment under the Medicare incentive
payment program for a payment year, an
EP or eligible hospital must
meaningfully use certified EHR
technology for the EHR reporting period
of the relevant payment year. Similarly,
a Medicaid EP or eligible hospital may
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in the first payment year and must in
subsequent payment years demonstrate
meaningful use of such technology, in
order to receive a payment. A Medicaid
EP or eligible hospital may receive an
incentive payment in their first payment
year for the adoption, implementation,
or upgrade of certified EHR technology.
Although the Medicaid statute does not
specifically use the term, “EHR
reporting period,” we believe that the
Secretary, pursuant to sections
1903(t)(6)(C) and 1903(t)(8) of the Act,
has the authority to define the period
that would be used for demonstrating
such adoption/implementation/upgrade
or meaningful use.

In this proposed rule, we propose 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, the EHR reporting period may
be any continuous 90-day period within
the first payment year and the entire
payment year for all subsequent
payment years. In future rulemaking, we
will propose a definition of EHR
Reporting Period 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. Unlike the
former group of sections, meaningful
EHR users that would not be subject to
adjustments would have to be identified
prior to the application of the latter
group of sections. Therefore, these two
groups of sections may have two
different definitions of EHR Reporting
Period.

For the first payment year only, we
propose to define the term EHR
reporting period at § 495.4 to mean any
continuous 90-day period within a
payment year in which an EP or eligible
hospital 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. For example, for
payment year 2011, an EHR reporting
period of March 13, 2011 to June 11,
2011 would be just as valid as an EHR
reporting period of January 1, 2011 to
April 1, 2011. An example of an
unallowable EHR reporting period
would be for an EP to begin on
November 1, 2011 and finish on January
31, 2012. Starting with the second
payment year and any subsequent
payment years for a given EP or eligible
hospital, we propose to define the term
EHR reporting period at § 495.4 to mean
the entire payment year.

In defining the EHR reporting period,
we considered three of its aspects:

(1) Whether it should vary from one
payment year to the next; (2) its length;
and (3) starting point. We discuss these
three aspects below.

The first aspect of the EHR reporting
period discussed is whether it should be
the same for each payment year. We
believe that there are considerations that
distinguish the first payment year from
the remaining payment years. The
foremost being that once an EP or
eligible hospital begins to meaningfully
use certified EHR technology they are
unlikely to stop. As discussed below, in
the first payment year a shorter EHR
reporting period would provide more
flexibility for when an EP or eligible
hospital begins to meaningfully use
certified EHR technology and still
qualify for the incentive in the same
year. However, in subsequent years we
do not see that flexibility still being
required. Therefore, for purposes of the
incentive payments under sections
1848(0), 1853(1)(3), 1886(n), 1853(m)(3),
1814(1), and 1903(t) of the Act, we
propose that the length of the EHR
reporting period be different for the first
payment year than from all other
payment years. We invite interested
parties to comment on this proposal if
they believe that the EHR reporting
period should vary from payment year
to payment year.

With respect to the length of the EHR
reporting period, we note that there is
an inherent tradeoff between robust
verification and time available to
achieve compliance. A longer EHR
reporting period provides a more robust
verification that an EP or eligible
hospital successfully met the definition
of meaningful use of certified EHR
technology than a shorter period.
However, it reduces the time available
for an EP or eligible hospital to reach
the point of complying with meaningful
use and still receive an incentive for a
given payment year. For example, a 90-
day period would allow an EP until
October 1, 2011 to begin meaningful use
of their certified EHR technology and
receive an incentive for payment year
2011. A 180-day period (6 months)
would move the date upon which the
EP must begin meaningful use of their
certified EHR technology forward to July
1, 2011. We are concerned that an EHR
reporting period that is shorter than 90
days would be insufficient time to
ensure that EPs and eligible hospitals
are truly using certified EHR technology
in a meaningful manner consistent with
our proposed criteria for meaningful
use. Moreover, as discussed later in this
proposed rule, we will require EPs and
hospitals to demonstrate meaningful use
by meeting certain performance
thresholds (for example, EPs will need

to use CPOE for 80 percent of all orders,
and hospitals for 10 percent of all
orders). We believe a period of fewer
than 90 days would not be adequate to
create an accurate rate for a given EP or
eligible hospital. We believe that once
an EP or hospital has implemented
certified EHR technology to the point of
being able to comply with our proposed
meaningful use criteria for 90 days, it is
unlikely that they would adjust their
behavior just because the EHR reporting
period has ended. Beginning in the
second payment year, an EP or eligible
hospital will already be meaningfully
using certified EHR technology so there
are no limitations on the time available
for compliance.

For the first payment year, therefore,
we propose that the EHR reporting
period will be any continuous 90-day
period within the first payment year.
However, beginning in the second
payment year we see no compelling
reason not to seek the most robust
verification possible. Therefore for the
second payment year and all subsequent
payment years we propose the EHR
reporting period be the entire payment
year. As the length of the EHR reporting
period is based on the discussed trade-
off, we remain open to alternative
lengths of time. We invite comments on
the appropriate length for the EHR
reporting period. We urge those
commenting to either endorse our
proposed initial 90-day period followed
by full year EHR reporting periods or to
recommend a specific alternative.

With respect to when the EHR
reporting period for a payment year
should begin, there are two
considerations. The first is determining
the earliest start date available, and the
second is the flexibility given to EPs and
eligible hospitals to choose their start
date. This aspect is only applicable for
the 90-day EHR reporting period for the
first payment year. The length of the
EHR reporting period for the second
payment year and subsequent payment
years dictate that the start date be the
first day of the payment year. The
earliest start date we considered was
one which would allow an EP or eligible
hospital to demonstrate successful
meaningful use of certified EHR
technology on the first day of the
relevant payment year. For example,
allowing an EHR reporting period to
begin as early as July 3, 2010 would
allow an eligible hospital to successfully
demonstrate meaningful use on October
1, 2010, the first day of FY 2011. We
have chosen not to propose this as the
earliest start date. There are significant
barriers created by the timeline in the
HITECH Act. We anticipate that we will
not publish a final rule until after March
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2010, with the final rule effective 60
days after its publication. We do not
believe this allows enough time for us,
the vendor community, or the provider
community to take advantage of this
early start date. In addition, as
discussed at sections 1848(0)(2)(B)(iii)
and 1886(n)(3)(B)(iii) of the Act, the
HITECH Act directs the Secretary to
seek to avoid duplicative reporting of
clinical quality and other measures
under the Medicare EHR incentive
program and other Medicare programs.
If we were to allow EPs and hospitals to
report these measures to CMS prior to
the beginning of the FY, this reporting
may be of questionable value to other
Medicare programs requiring reporting
of the same measures. For example, if
and when the demonstration of
meaningful use includes the submission
of quality measures this submission
could include measures currently in the
RHQDAPU program. As discussed in
section II.A.3. of this proposed rule, we
do not desire to have a hospital report
the same measure twice for two
different programs. However, if a
hospital reports these measures from
July through September 2010 for
payment year 2011 for Medicare and/or
Medicaid EHR incentive program, they
would not be relevant for FY 2011
under the RHQDAPU. Due to the
operational challenges presented and
the statutory requirement to avoid
duplication of payments to the extent
possible, we are proposing that the
earliest start date for EHR reporting
period be the first day of the payment
year. The second consideration for
when the EHR reporting period should
begin is whether to designate specific
start dates. As we are not aware of any
compelling reason to limit the start
dates available to EPs or eligible
hospitals within the payment year, we
propose to allow EPs or eligible
hospitals to begin their EHR reporting
period on any date starting with the first
day of the payment year and ending
with the latest day in the payment year
that allows for the EHR reporting period
to be completed by the last day of the
payment year. We believe that giving
EPs and eligible hospitals flexibility as
to the start date of the EHR reporting is
important, as unforeseen circumstances,
such as delays in implementation,
higher than expected training needs and
other unexpected hindrances, may
cause an EP or eligible hospital to
potentially miss a target start date. We
invite comments on the proposed start
dates for the EHR reporting period.

We acknowledge that all three of
these aspects will be affected by the
need to determine which physicians,

hospitals, critical access hospitals and
managed care plans are meaningful
users before application of the Medicare
payment adjustments (provisions of
sections 1848(a)(7), 1853(1)(4),
1886(b)(3)(B)(ix), 1853(m)(4), and
1814(1)(4) of the Act). We will specify
the EHR reporting periods for these
payment adjustment incentives in future
rulemaking.

f. Meaningful EHR User

Section 1848(0)(1)(A)(i) of the Act, as
added by section 4101(a) of the HITECH
Act, limits incentive payments in the
Medicare FFS EHR incentive program to
an EP who is a “meaningful EHR user.”
Section 1886(n)(1) of the Act, as added
by section 4102(a) of the HITECH Act,
limits incentive payments in the
Medicare FFS EHR incentive program to
hospitals described in section 1886(d) of
the Act. Section 1814(1) of the Act limits
incentive payments in the Medicare FFS
EHR incentive program to CAHs who
are “meaningful EHR users.” Section
1903(t)(6)(C)(1)(II) of the Act, as added
by section 4201(a)(2) of the HITECH
Act, limits incentive payments for
payment years other than the first
payment year to a Medicaid provider
who “demonstrates meaningful use of
certified EHR technology.” We propose
to define at § 495.4 the term “meaningful
EHR user” as an EP or eligible hospital
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). These
standards would include use of certified
EHR technology in a manner that is
approved by us.

2. Definition of Meaningful Use
a. Background

As discussed previously, an EP or
eligible hospital must be a meaningful
EHR user in order to receive the
incentive payments available under the
EHR incentive programs, except in the
first payment year for certain Medicaid
EPs or eligible hospitals. This section
(IT.A.2.) of this proposed rule discusses
the definition of meaningful use.
Section II.A.3. of this proposed rule,
discusses the manner for demonstrating
meaningful use. In Sections
1848(0)(2)(A) and 1886(n)(3) of the Act,
the Congress specified three types of
requirements for meaningful use: (1)
Use of certified EHR technology in a
meaningful manner (for example,
electronic prescribing); (2) that the
certified EHR technology is connected
in a manner that provides for the
electronic exchange of health
information to improve the quality of

care; and (3) that, in using certified EHR
technology, the provider submits to the
Secretary information on clinical quality
measures and such other measures
selected by the Secretary.

Over the last few months, CMS and
ONC have solicited input on defining
meaningful use from both other
government agencies and the public
through dialogue, public forums, and
solicitation of written comments. Below
we describe the work of the National
Committee on Vital and Health
Statistics (NCVHS), the HIT Standards
Committee and the HIT Policy
Committee, as well as the public input
we have received on defining
meaningful use.

The NCVHS is the Department of
Health and Human Services’ statutory
public advisory body on health data,
statistics, and national health
information policy. NCVHS derives its
authority from 42 U.S.C. 242k, section
306(k) of the Public Health Service Act,
which governs it along with the
provisions of Public Law 92—463
(5 U.S.C. App.2). The full charter and
membership of the NCVHS is available
electronically at http://
www.ncvhs.hhs.gov/. The NCVHS held
a public hearing on April 28 and 29,
2009 to learn from a broad spectrum of
stakeholders their views of “meaningful
use.” The NCVHS hearing brought
together key healthcare and information
technology stakeholder groups
including: Representatives of patients,
and more broadly consumers; providers;
the public health community; public
and private payers; vendors; and
certifying entities. The hearing agenda
and testimony supplied is available
electronically at http://
www.ncvhs.hhs.gov/090428ag.htm. A
report on the hearing was delivered May
15, 2009 to the ONC. The report is
available electronically at http://
www.ncvhs.hhs.gov/090518rpt.pdf.
Written comments from interested
stakeholders submitted timely to the
NCVHS were also considered by the
NCVHS Executive Sub-Committee in the
drafting of the report. Subsequently, the
National Coordinator for HIT requested
NCVHS to reflect on the testimony by
supplying observations. Those
observations are available electronically
at http://www.ncvhs.hhs.gov/
090428rpt.pdf.

In addition to the work completed by
the NCVHS, the HIT Policy Committee,
a Federal Advisory Committee to the
Department of Health and Human
Services (HHS) created by the HITECH
Act, also worked to inform the
definition of meaningful use. The full
charter and membership of the HIT
Policy Committee can be found at
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http://healthit.hhs.gov. The HIT Policy
Committee formed a Meaningful Use
workgroup. On June 16, 2009, the HIT
Policy Committee heard and discussed
the recommendations from their
Meaningful Use workgroup, and
subsequently submitted its own
recommendations on meaningful use to
the National Coordinator for Health IT.
These recommendations are available
electronically at http://healthit.hhs.gov.
At the conclusion of the June 16
meeting, ONC announced a public
comment period to solicit stakeholder
input on the recommendations and
published a notice in the Federal
Register (74 FR 28937). The public
comment period lasted through June 26,
2009. Over 700 public comments were
received by the ONC. A summary, as
well as the text of the comments, is
available electronically at http://
healthit.hhs.gov. The Meaningful Use
workgroup presented its revised
recommendations to the full committee
based on comments by the full HIT
Policy Committee and by the public at
the July 16, 2009 meeting. In developing
its recommendations, the HIT Policy
Committee considered a report entitled
“National Priorities and Goals” (http://
www.nationalprioritiespartnership.org/
uploadedFiles/NPP/08-253-
NQF%_20ReportLo%5b6%5d.pdf)
generated by the National Priorities
Partnership, convened by the National
Quality Forum (NQF). Of the national
health care priorities set forward by the
NQF report, the HIT Policy Committee
chose as priority areas patient
engagement; reduction of racial
disparities; improved safety; increased
efficiency; coordination of care; and
improved population health to drive
their recommendations. Those
recommendations are available
electronically at http://healthit.hhs.gov.

The HIT Standards Committee,
another Federal Advisory Committee
created by the HITECH Act, provided
recommendations related to meaningful
use to ONC. The HIT Standards
Committee work focuses primarily on
the standards surrounding certified EHR
technology. Further information on the
HIT Standards Committee role and
recommendations can be found in a
future rulemaking document to be
provided by ONC for certification of
EHR technology (HHS-0151-1IFC) and at
http://healthit.hhs.gov.

Finally, from June 22 to June 26, 2009,
the ONC and CMS hosted 21
teleconference listening sessions with
rural providers, small practices, small
hospitals, CAHs, and urban safety net
providers to hear their perspectives and
obtain their input on the definition of
meaningful use. Because of the

documentation that these types of
providers have below average adoption
rates of HIT, we solicited comments
directly from these communities.
Section V. of this proposed rule
discusses the current adoption rates of
HIT. Over 200 representatives from
these target audiences participated on
the calls. The vast majority of callers
were rural providers, although
representatives from vendor
organizations or provider associations
also participated. One session was held
to specifically hear from national
organizations representing rural
communities and providers. Summaries
of these listening sessions are available
at http://healthit.hhs.gov/
meaningfuluse. Both CMS and the ONC
have reviewed input from these and
additional sources to help inform the
definition of meaningful use.

b. Common Definition of Meaningful
Use Under Medicare and Medicaid

Under sections 1848(0)(1)(A)(@i) and
1886(n)(1) of the Act, as added by
sections 4101(a) and 4102(a) of the
HITECH Act, respectively, an EP or
eligible hospital must be a meaningful
EHR user for the relevant EHR reporting
period in order to qualify for the
incentive payment for a payment year.
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
proposed in section I1.D.7.b.2 of this
proposed 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, as added
by section 4201(a)(2) of HITECH,
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(o) and 1886(n)
of the Act refer to the Medicare
incentive programs for EPs and eligible
hospitals 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 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 have 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 are proposing to offer
EPs an opportunity to switch between
the Medicare and Medicaid EHR
incentive programs. Therefore, we
propose to create a common definition
of meaningful use that would serve as
the definition for providers 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 clarify that
under Medicaid this common definition
would be the minimum standard. While
we would 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
proposed 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



1852

Federal Register/Vol. 75, No. 8/ Wednesday, January 13, 2010/Proposed Rules

11.D.7.b.2.0f this proposed rule for
further details on how a State may
propose an alternative.

For hospitals, we propose to exercise
the option granted under section
1903(t)(8) of the Act and deem any
Medicare provider 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 is applicable
only to eligible hospitals, as EPs cannot
receive an incentive payment under
both Medicare and Medicaid.

We solicit comments as to whether
there exist compelling reasons to give
the states additional flexibility in
creating disparate definitions beyond
what is proposed. Also if commenting
in favor of such disparate definitions,
we ask that interested parties also
comment on whether the proposal of
deeming meeting Medicare as sufficient
for meeting those of Medicaid 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.

c. Considerations in Defining
Meaningful Use

In sections 1848(0)(2)(A) and
1886(n)(3)(A) of the Act, as added by
sections 4101(a) and 4102(a) of the
HITECH Act, the Congress identifies the
broad goal to be accomplished through
the definition of meaningful use of
certified EHR technology for expanding
the use of EHRs. Certified EHR
technology used in a meaningful way by
providers is one piece of a broader HIT
infrastructure needed to reform the
health care system and improve health
care quality, efficiency, and patient
safety. Our goal is for this ultimate
vision to drive the definition of
meaningful use consistent with
applicable provisions of Medicare and
Medicaid law.

In defining meaningful use through
the creation of criteria, we have
balanced competing considerations of
proposing a definition that best ensures
reform of health care and improved
healthcare quality, encourages
widespread EHR adoption, promotes
innovation, and avoids imposing
excessive or unnecessary burdens on
healthcare providers, while at the same

time recognizing the short time-frame
available under the HITECH Act for
providers to begin using certified EHR
technology.

Based on public and stakeholder
input, 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 are
considering updating the meaningful
use criteria on a biennial basis, with the
Stage 2 criteria proposed by the end of
2011 and the Stage 3 definition
proposed by the end of 2013. The stages
represent a graduated approach to
arriving at the ultimate goal. Thus, our
goals for “Stage 3” meaningful use
criteria represent overarching goals
which, we believe, are attainable by the
end of the EHR incentive programs. We
will continue to evaluate the
progression of the meaningful use
definition for consistency with
legislative intent and new statutory
requirements relating to quality
measurement. We solicit comments on
this proposed pathway of meaningful
use.

o Stage 1: The Stage 1 meaningful use
criteria focuses on electronically
capturing health information in a coded
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); consistent with
other provisions of Medicare and
Medicaid law, implementing clinical
decision support tools to facilitate
disease and medication management;
and reporting clinical quality measures
and public health information.

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 and other such
data needed to diagnose and treat
disease). Additionally we may consider
applying the criteria more broadly to
both the inpatient and outpatient
hospital settings.

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, focusing on decision support
for national high priority conditions,
patient access to self management tools,
access to comprehensive patient data
and improving population health.

We will continue to evaluate the
progression of the meaningful use
definition for consistency with
legislative instructions and new
statutory requirements relating to
quality measurement and administrative
simplification. We are aware that the
appropriate approach raises complex
questions and we solicit comments on
the proposed approach and alternative
possibilities. A different approach
might, for example, move aspects of
Stage 2 into Stage 3 or vice versa. We
seek comments on how best to balance
the relevant goals, including promoting
adoption of EHRs, avoiding excessive or
unnecessary burdens, and improving
health care.

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 or eligible
hospital 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, we do not
wish to create an additional burden on
EPs or eligible hospitals for becoming a
meaningful EHR user before 2015 by
creating a higher standard for them
relative to an EP or eligible hospital who
first becomes a meaningful EHR user in
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2015. The following paragraphs describe
our intended alignment in the beginning
years that brings all EPs and eligible
hospitals to the same level of
meaningful use by 2015. As we are only
proposing criteria for Stage 1 of
meaningful use in this notice of
proposed rulemaking, Stage 1 will be
the criteria for meaningful use for all
payment years until updated by future
rulemaking. Medicaid EHR incentive
program EPs and eligible hospitals have
the option to earn their incentive for
their first payment year through the
adoption, implementation or upgrade of
certified EHR technology. Those EPs
and eligible hospitals doing so will not
have to demonstrate meaningful use in
their first payment year. We intend for
their progression to be the same as those
who demonstrate meaningful use in
their first payment year. In other words,
the second payment year is the second
payment year regardless of how the
incentive was earned in the first
payment year.

We intend that Medicaid EPs and
eligible hospitals who qualify for an
incentive payment for adopting,
implementing, or upgrading in their first
payment year would follow the same
meaningful use progression outlined
below as if their second payment year
was their first payment year. For
instance a Medicaid EP who received an
incentive for his or her first payment
year in 2010 for adopting,
implementing, or upgrading would
follow the same guidance starting in
their second payment year (2011) as a
Medicare EP who received an incentive
for their first payment year in 2011 for
meaningful use of certified EHR
technology. Another example would be
a Medicaid eligible hospital that
received an incentive for its first
payment year in 2012 for adopting,
implementing, and upgrading would
follow the same guidance starting in
their second payment year (2013) as a
Medicare eligible hospital who received
an incentive for their first payment year
in 2013 for meaningful use of certified
EHR technology.

We propose that EPs and eligible
hospitals 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 or eligible hospital whose first
payment year is 2011 would have to
satisfy the Stage 2 criteria of meaningful
use to receive the incentive payments.

We anticipate updating the criteria of
meaningful use to Stage 3 in time for the
2015 payment year and therefore
anticipate for their fifth payment year
(2015), if applicable, an EP or eligible
hospital whose first payment year is
2011 would have to satisfy the Stage 3
criteria of meaningful use to receive the
incentive payments. For their sixth
payment year (2016), if applicable, an
EP or eligible hospital whose first
payment year is 2011 would have to
satisfy the Stage 3 criteria of meaningful
use or a subsequent update to the
criteria if one is established through
rulemaking to receive the incentive
payments.

We propose that EPs and eligible
hospitals 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
or eligible hospital whose first payment
year is 2012 would have to satisfy the
Stage 2 criteria of meaningful use to
receive the incentive payments. We
anticipate updating the criteria of
meaningful use to Stage 3 in time for the
2015 payment year and therefore
anticipate for their fourth payment year
(2015), if applicable, an EP or eligible
hospital whose first payment year is
2012 would have to satisfy the Stage 3
criteria of meaningful use to receive the
incentive payments. For their fifth and
sixth payment years (2016 and 2017), if
applicable, an EP or eligible hospital
whose first payment year is 2012 would
have to satisfy the Stage 3 criteria of
meaningful use or a subsequent update
to the criteria if one is established
through rulemaking to receive the
incentive payments.

We propose that EPs and eligible
hospitals 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 or eligible
hospital whose first payment year is
2013 would have to satisfy the Stage 2
criteria of meaningful use to receive the
incentive payments. We anticipate
updating the criteria of meaningful use
to Stage 3 in time for the 2015 payment
year and therefore anticipate for their
third payment year (2015), if applicable,
an EP or eligible hospital whose first
payment year is 2013 would have to
satisfy the Stage 3 criteria of meaningful

use to receive the incentive payments.
For their fourth, fifth, and sixth
payment year (2016, 2017 and 2018), if
applicable, an EP or eligible hospital
whose first payment year is 2013 would
have to satisfy the Stage 3 criteria of
meaningful use or a subsequent update
to the criteria if one is established
through rulemaking to receive the
incentive payments.

We propose that EPs and eligible
hospitals 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. We anticipate updating the
criteria of meaningful use to Stage 3 in
time for the 2015 payment year and
therefore anticipate for their second
payment year (2015), if applicable, an
EP or eligible hospital whose first
payment year is 2014 would have to
satisfy the Stage 3 criteria of meaningful
use to receive the incentive payments.
For their third, fourth, fifth and sixth
payment year (2016, 2017, 2018, and
2019), if applicable, an EP or eligible
hospital whose first payment year is
2014 would have to satisfy the Stage 3
criteria of meaningful use or a
subsequent update to the criteria if one
is established through rulemaking to
receive the incentive payments.

We anticipate updating the criteria of
meaningful use to Stage 3 in time for the
2015 payment year and therefore
anticipate for all their payment years, an
EP or eligible hospital whose first
payment year is 2015 would have to
satisfy the Stage 3 criteria of meaningful
use for 2015. For all subsequent
payment years, if applicable, an EP or
eligible hospital whose first payment
year is 2015 would have to satisfy the
Stage 3 criteria of meaningful use or a
subsequent update to the criteria if one
is established through rulemaking to
receive the incentive payments.

In addition to the equitable concerns
discussed earlier in the transition from
incentive payments to payment
adjustments, the primary reasoning for
developing different stages of
meaningful use is the current lack of
HIT infrastructure and penetration of
qualified EHRs necessary to support the
ambitious goals of the Stage 3 criteria of
meaningful use. Given the anticipated
maturity of HIT infrastructure inherent
in the strengthening criteria and the
increased adoption of certified EHR
technology predicted in section V. of
this proposed rule, these barriers to
meeting the Stage 3 criteria of
meaningful use will be removed.

Table 1 outlines our proposal to apply
the respective criteria of meaningful use
for each payment year (1st, 2nd, 3rd,
etc.) for EPs and eligible hospitals that
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become meaningful EHR users before
2015. Please note that nothing in this
discussion limits us to proposed

changes to meaningful use beyond Stage
3 through future rulemaking.

TABLE 1—STAGE OF MEANINGFUL USE CRITERIA BY PAYMENT YEAR

Payment year

First payment year
2011 2012 2013 2014 2015 +**
Stage 2 .... | Stage 2 .... | Stage 3.
Stage 1 .... | Stage 2 .... | Stage 3.
Stage 1 .... | Stage 2 .... | Stage 3.
.................. Stage 1 .... | Stage 3.
.................................... Stage 3.

* Avoids payment adjustments only for EPs in the Medicare EHR Incentive Program.
** Stage 3 criteria of meaningful use or a subsequent update to the criteria if one is established through rulemaking.

Please note that the number of
payment years available and the last
payment year that can be the first
payment year for an EP or eligible
hospital varies between the EHR
incentive programs. The applicable
payment years for each program are
discussed in section IL.B. of this
proposed rule for the Medicare FFS EHR
incentive program, in section IL.D. for
the MA EHR incentive program, and in
section ILE. for the Medicaid EHR
incentive program.

The stages of criteria of meaningful
use and how they are demonstrated are
described further in this proposed rule
and will be updated in subsequent
proposed rules to reflect advances in
HIT products and infrastructure. This
could include updates to the Stage 1
criteria in future rulemaking.

We invite comments on our alignment
between payment year and the criteria
of meaningful use particularly in regard
to the need to create alignment across
all EPs and eligible hospitals in all EHR
incentive programs in 2015.

d. Stage 1 Criteria for Meaningful Use

To qualify as a meaningful EHR user
for 2011, we propose that an EP or
eligible hospital must demonstrate that
they meet all of the objectives and their
associated measures as set forth in
§495.6. Except as otherwise indicated,
each objective must be satisfied by an
individual EP as determined by unique
National Provider Identifiers (NPIs) and
an individual hospital as determined by
unique CMS certification numbers
(CCN). Below we describe each
objective and its associated measures in
detail. While we welcome comments on
all aspects of the Stage 1 criteria of
meaningful use, we specifically
encourage comments on the following
considerations.

While we believe that requiring
satisfaction of all objectives is
appropriate for the majority of
providers, we are concerned that certain

providers may have difficulty meeting
one or more of the proposed objectives.
We solicit comments on whether this
may be the case, and invite commenters
to identify the objectives and associated
measures that may prove out of reach
for certain provider types or specialties,
and to suggest specific objective criteria
we could use to determine whether an
objective and associated measure is
appropriate for different provider types
or specialists.

In discussing the objectives that
constitute the stage 1 criteria of
meaningful use, we adopted a structure
derived from recommendations of the
HIT Policy Committee of grouping the
objectives under care goals, which are in
turn grouped under health outcomes
policy priorities. We believe this
structural grouping provides context to
the individual objectives; however, the
grouping is not itself an aspect of
meaningful use. The criteria for
meaningful use are based on the
objectives and their associated
measures. CMS and ONC have carefully
reviewed the objectives and measures
proposed by the HIT Policy Committee.
We found many objectives to be well
suited to meaningful use, while others
we found to require modification or
clarification. In our discussion we will
focus on those areas where our proposal
is a modification of the recommendation
of the HIT Policy Committee. For those
areas where we elected not to propose
a modification to the recommendation
of the HIT Policy Committee, we note
that there already has been extensive
public debate and explanation of these
recommendations, which can be
accessed at http://healthit.hhs.gov/
meaningfuluse. Even if we do not
propose to modify a specific
recommendation of the HIT Policy
Committee, we nevertheless welcome
comment on whether to do so in the
final rule.

(1) Objectives

The first health outcomes policy
priority specified by the HIT Policy
Committee is improving quality, safety,
efficiency and reducing health
disparities. The HIT Policy Committee
identified the following care goals to
address this priority:

e Provide access to comprehensive
patient health data for patient’s
healthcare team.

e Use evidence-based order sets and
computerized provider order entry
(CPOE).

e Apply clinical decision support at
the point of care.

¢ Generate lists of patients who need
care and use them to reach out to those
patients.

¢ Report information for quality
improvement and public reporting.

With respect to this last care goal, the
HIT Policy Committee proposed a goal
of “Report to patient registries for
quality improvement, public reporting,
etc.” We propose to modify this care
goal because we believe that patient
registries are too narrow a reporting
requirement to accomplish the goals of
quality improvement and public
reporting. We note that the HIT Policy
Committee’s recommended objectives
include the reporting of quality
measures to CMS. We do not believe
that CMS would normally be considered
a “patient registry.” We also removed
the phrase “etc.” We believe that the
level of ambiguity created by “etc.” is
not appropriate for Federal regulations.

For EPs, we propose the following
objectives in the Stage 1 criteria of
meaningful use to further the care goal
of improving quality, safety, efficiency
and reducing health disparities.

e Use CPOE. We believe that the term
“CPOE” requires additional clarification.
We propose to define CPOE as entailing
the provider’s use of computer
assistance to directly enter medical
orders (for example, medications,
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consultations with other providers,
laboratory services, imaging studies, and
other auxiliary services) from a
computer or mobile device. The order is
also documented or captured in a
digital, structured, and computable
format for use in improving safety and
organization. For Stage 1 criteria, we
propose that it will not include the
electronic transmittal of that order to the
pharmacy, laboratory, or diagnostic
imaging center. We encourage
comments on whether additional
specificity is required on the types of
orders encompassed within CPOE.

e Implement drug-drug, drug-allergy,
drug-formulary checks.

e Maintain an up-to-date problem list
of current and active diagnoses based on
ICD—9-CM or SNOMED CT®.

We believe the term “problem list”
requires additional clarification. We
describe a “problem list” as a list of
current and active diagnoses as well as
past diagnoses relevant to the current
care of the patient.

¢ Generate and transmit permissible
prescriptions electronically (eRx).

The concept of only permissible
prescriptions refers to the current
restrictions established by the
Department of Justice on electronic
prescribing for controlled substances.
(The restrictions can be found at
http://www.deadiversion.usdoj.gov/
schedules/schedules.htm.)

¢ Maintain active medication list.

e Maintain active medication allergy
list.

¢ Record the following demographics:
Preferred language, insurance type,
gender, race and ethnicity, and date of
birth.

We note that race and ethnicity codes
should follow current federal standards
published by the Office of Management
and Budget (http://
www.whitehouse.gov/omb/
inforeg_statpolicy/#dr).

e We do not propose to include the
objective “Record Advance directives.”

The HIT Policy Committee
recommended that EPs “record advance
directives.” It is unclear whether by this
terminology they meant that the
contents of the advance directive be
recorded or merely the fact that a
patient has an advance directive be
noted. Depending on the interpretation,
this objective could interfere with
current State law which varies
significantly from State to State in this
matter. We also believe that this
objective is only relevant to a limited
and undefined patient population when
compared to the patient populations to
which other objectives listed here apply.
The limits could be based on age, health

status, whether a chronic condition is
present, to patients scheduled for
certain types of procedures or a host of
other factors. Similarly, many EPs
would not record this information under
current standards of practice. Dentists,
pediatricians, optometrists,
chiropractors, dermatologists, and
radiologists are just a few examples of
EPs who would only in rare
circumstances require information about
a patient’s advance directive. For these
reasons, we do not propose to include
“Record advance directives” as an
objective of the Stage 1 criteria of
meaningful use for EPs.

e Record and chart changes in the
following vital signs: Height, weight and
blood pressure and calculate and
display body mass index (BMI) for ages
2 and over; plot and display growth
charts for children 2—-20 years, including
BMI.

This is a modification to the HIT Policy
Committee recommendation to require
eligible professionals to record vital
signs: Height, weight, blood pressure
and calculate BMI. We added “plot and
display growth charts for children 2-20
years, including BMI” to the objective
recommended by the HIT Policy
Committee, as BMI itself does not
provide adequate information for
children. Trends in height, weight, and
BMI among children must be
interpreted and understood in the
context of expected parameters of
children of the same age and sex to
determine whether the child is growing
appropriately. For example, a BMI of 18
is normal for a 12-year-old boy, and a
marker of obesity for a 5-year-old
(http://www.cdc.gov/growthcharts/data/
seticlinical/cj411023.pdf).

¢ Record smoking status for patients
13 years old or older.

The HIT Policy Committee
recommended the objective of recording
smoking status for patients. We propose
to add “for patients 13 years old or
older,” as we do not believe this
objective is applicable to patients of all
ages and there is not consensus in the
health care community as to what the
appropriate cut off age may be. We
encourage comments on whether this
age limit should be lowered or raised.

e Incorporate clinical lab-test results
into EHR as structured data. Structured
data are data that have specified data
type and response categories within an
electronic record or file.

o Generate lists of patients by specific
conditions to use for quality
improvement, reduction of disparities,
research, and outreach.

e Report ambulatory quality measures
to CMS (or, for EPs seeking the

Medicaid incentive payment, the
States). The HIT Policy Committee did
not include “or the States” in its
recommended objective. We propose to
add the option to report directly to the
States for EPs participating in the
Medicaid EHR incentive program.
Additional discussion of this objective
can be found in section II.A.3 of this
proposed rule.

e Send reminders to patients per
patient preference for preventive/
follow-up care. Patient preference refers
to the patient’s choice of delivery
method between internet based delivery
or delivery not requiring internet access.

¢ Implement five clinical decision
support rules relevant to specialty or
high clinical priority, including for
diagnostic test ordering, along with the
ability to track compliance with those
rules.

This is a modification to the HIT
Policy Committee recommendation to
require EPs to implement one clinical
decision support rule relevant to
specialty or high clinical priority. We
made this change to align with and
support eligible professionals in
reporting their clinical quality measures
proposed in section II.A.3. of this
proposed rule. We anticipate that EPs
will report on at least five clinical
quality measures.

We propose to describe clinical
decision support as health information
technology functionality that builds
upon the foundation of an EHR to
provide persons involved in care
processes with general and person-
specific information, intelligently
filtered and organized, at appropriate
times, to enhance health and health
care.

¢ We do not propose to include the
objective “Document a progress note for
each encounter”. Documentation of
progress notes is a medical-legal
requirement and a component of basic
EHR functionality, and is not directly
related to advanced processes of care or
improvements in quality, safety, or
efficiency.

Finally, the HIT Policy Committee
further recommended the following two
objectives related to administrative
simplification. Consistent with that
recommendation—and consistent with
any forthcoming statutory requirements
regarding administrative
simplifications—we propose the
following objectives, with slight
modification.

e Check insurance eligibility
electronically from public and private
payers. Deleted “where possible” from
the HIT Policy Committee
recommendation. The checking for
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eligibility electronically is already a
HIPAA Standard Exchange.

e Submit claims electronically to
public and private payers.

For eligible hospitals, we propose the
following objectives in the stage 1
criteria of meaningful use to further
these care goals:

e Use CPOE for orders (any type)
directly entered by the authorizing
provider (for example, MD, DO, RN, PA,
NP).

We believe that the term “CPOE”
requires additional clarification. We
propose to define CPOE as entailing the
provider’s use of computer assistance to
directly enter medical orders (for
example, medications, consultations
with other providers, laboratory
services, imaging studies, and other
auxiliary services) from a computer or
mobile device. The order is also
documented or captured in a digital,
structured, and computable format for
use in improving safety and
organization. It does not include the
electronic transmittal of that order to the
pharmacy, laboratory, or diagnostic
imaging center in 2011 or 2012. CPOE
is the same as defined above for EPs. We
welcome comment on whether use of
CPOE varies between hospitals and EPs
in ways that should be addressed.

e Implement drug-drug, drug-allergy,
drug-formulary checks.

e Maintain an up-to-date problem list
of current and active diagnoses based on
ICD—9-CM or SNOMED CT®.

We believe the term “problem list”
requires additional clarification. We
describe a “problem list” as a list of
current and active diagnoses, as well as
past diagnoses relevant to the current
care of the patient.

e Maintain active medication list.

¢ Maintain active medication allergy
list.

¢ Record the following demographics:
preferred language, insurance type,
gender, race and ethnicity, date of birth,
and date and cause of death in the event
of mortality.

We are interested in public comments
on how States and hospitals could work
together to facilitate linkage between the
EHR and the full birth and death
certificate information that States
currently require hospitals to collect.
We note that race and ethnicity codes
should follow current federal standards
published by the Office of Management
and Budget (http://
www.whitehouse.gov/omb/
inforeg_statpolicy/#dr).

¢ We do not propose to include the
objective “Record Advance directives.”
The HIT Policy Committee
recommended that eligible hospitals

“record advance directives.” It is unclear
whether by this terminology they meant
that the contents of the advance
directive be recorded or merely the fact
that a patient has an advance directive
be noted. Depending on the
interpretation, this objective could
interfere with current State law which
varies significantly from state to state in
this matter. We also believe that this
objective is only relevant to a limited
and undefined patient population when
compared to the patient populations to
which other objectives listed here apply.
The limits could be based on age, health
status, whether a chronic condition is
present, to patients scheduled for
certain types of procedures or a host of
other factors. For these reasons, we do
not propose to include “Record advance
directives” as an objective of the Stage
1 criteria of meaningful use for eligible
hospitals.

¢ Record the following vital signs:
height, weight and blood pressure and
calculate and display body mass index
(BMI) for patients 2 and over; plot and
display growth charts for children 2-20
years, including BMIL

We added “plot and display growth
charts for children 2—20 years, including
BMI” to the objective recommended by
the HIT Policy Committee, as BMI itself
does not provide adequate information
for children. Trends in height, weight,
and BMI among children must be
interpreted and understood in the
context of expected parameters of
children of the same age and sex to
determine whether the child is growing
appropriately. For example, a BMI of 18
is normal for a 12-year-old boy, and a
marker of obesity for a 5-year-old (ref.
http://www.cdc.gov/growthcharts/data/
set1clinical/cj411023.pdf).

¢ Record smoking status for patients
13 years old or older.

We added “for patients 13 years old or
older” as this objective is not applicable
to patients of all ages. The discussion as
to why we chose 13 can be found under
the EP objective for “Record smoking
status”.

e Incorporate clinical lab-test results
into EHR as structured data. Structured
data are data that have specified data
type and response categories within a
record or file.

o Generate lists of patients by specific
conditions to use for quality
improvement, reduction of disparities,
and outreach.

The HIT Policy Committee did not
recommend the phrase “to use for
quality improvement, reduction of
disparities, and outreach” for eligible
hospitals as they did for EPs. We believe
this aspect of the objective is just as

relevant to eligible hospitals as EPs and
therefore includes it for both. We invite
comments as to why this phrase may
not be applicable to eligible hospitals.

e Report ambulatory quality measures
to CMS (or, for eligible hospitals seeking
the Medicaid incentive payment, the
States). The HIT Policy Committee did
not include “or the States” in their
recommended objective. We propose to
add the option to report directly to the
States for Medicaid eligible hospitals
participating in the Medicaid EHR
incentive program. Additional
discussion can be found in section
II.A.3. of this proposed rule.

e Implement five clinical decision
support rules relevant to specialty or
high clinical priority, including for
diagnostic test ordering, along with the
ability to track compliance with those
rules.

This is a modification to the HIT
Policy Committee recommendation to
require eligible professionals to
implement one clinical decision support
rule relevant to specialty or high clinical
priority. We made this change to align
with and support eligible professionals
in reporting their clinical quality
measures proposed in section II.A.3. of
this proposed rule. We anticipate that
most EPs will report on at least five
clinical quality measures from section
II.A.3 of this proposed rule and eligible
hospitals will all report on at least five.

We believe greater clarification is
required around the term clinical
decision support. We propose to
describe clinical decision support as
health information technology
functionality that builds upon the
foundation of an EHR to provide
persons involved in care processes with
general and person-specific information,
intelligently filtered and organized, at
appropriate times, to enhance health
and health care.

Finally, the HIT Policy Committee
further recommended the following two
objectives related to administrative
simplification. Consistent with that
recommendation—and consistent with
any forthcoming statutory requirements
regarding administrative
simplifications—we propose the
following objectives, with slight
modification.

e Check insurance eligibility
electronically from public and private
payers. Deleted “where possible” from
the HIT Policy Committee
recommendation. The checking for
eligibility electronically is already a
HIPAA Standard Exchange.

e Submit claims electronically to
public and private payers.

The second health outcomes policy
priority identified by the HIT Policy
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Committee is to engage patients and
families in their healthcare. The
following care goal for meaningful use
addresses this priority:

e Provide patients and families with
timely access to data, knowledge, and
tools to make informed decisions and to
manage their health. We do not propose
to preempt any existing Federal or State
law regarding the disclosure of
information to minors, their parents, or
their guardians in setting the
requirements for meaningful use. For
this reason when it comes to
information provided to the family, we
let existing Federal and State laws
dictate what is appropriate for
disclosure to the patient or the family.
For purposes of all objectives of the
Stage 1 criteria of meaningful use
involving the disclosure of information
to a patient, a disclosure made to a
family member or a patient’s guardian
consistent with Federal and State law
may substitute for a disclosure to the
patient.

For EPs, we propose the following
objectives in the stage 1 criteria of
meaningful use to further this care goal:

¢ Provide patients with an electronic
copy of their health information
(including diagnostics test results,
problem list, medication lists, allergies)
upon request.

Consistent with the HIT Policy
Committee’s recommendations, we
propose the following additional
clarification of this objective. Electronic
copies may be provided through a
number of secure electronic methods
(for example, personal health record
(PHR), patient portal, CD, USB drive).

¢ Provide patients with timely
electronic access to their health
information (including lab results,
problem list, medication lists, allergies)
within 96 hours of the information
being available to the EP.

Also, consistent with the HIT Policy
Committee recommendations, we
propose the following additional
clarification of this objective. Electronic
access may be provided by a number of
secure electronic methods (for example,
PHR, patient portal, CD, USB drive).
Timely is defined as within 96 hours of
the information being available to the
EP either through the receipt of final lab
results or a patient interaction that
updates the EP’s knowledge of the
patient’s health. We judge 96 hours to
be a reasonable amount of time to
ensure that certified EHR technology is
up to date. We welcome comment on if

a shorter or longer time is advantageous.

e We do not propose to include the
objective “Provide access to patient-
specific education resources upon

request.” Providing patients with
information and education that is
relevant to their condition, actionable,
culturally competent, and of the
appropriate health literacy level is a
critical component of patient
engagement and empowerment.
Unfortunately, there is currently a
paucity of knowledge resources that are
integrated within EHRs, that are widely
available, and that meet these criteria,
particularly in multiple languages. We
intend to work with the policy
committee, the National Library of
Medicine (provider of Medline Plus),
and experts in this area to ensure the
feasibility of this measure in the future.

¢ Provide clinical summaries for
patients for each office visit.

Changed from encounter to office
visit. The HIT Policy Committee
recommended the objective “Provide
clinical summaries for patients for each
encounter.” We believe this objective
requires further clarification in order to
make the distinction that it is not meant
to apply to alternative encounters such
as telephone or Web visits. As a result,
we propose to revise this objective to
“Provide clinical summaries for patients
for each office visit.”

For eligible hospitals, we propose the
following objectives in the stage 1
criteria of meaningful use to further this
care goal:

e Provide patients with an electronic
copy of their health information
(including diagnostic test results,
problem list, medication lists, allergies,
discharge summary, procedures), upon
request. Consistent with the HIT Policy
Committee’s recommendations, we
propose the following additional
clarification of this objective. Electronic
copies may be provided through a
number of secure electronic methods
(for example, Personal Health Record
(PHR), patient portal, CD, USB drive).

e Provide patients with an electronic
copy of their discharge instructions and
procedures at time of discharge, upon
request.

Also, consistent with the HIT Policy
Committee recommendations, we
propose the following additional
clarification of this objective. Electronic
access may be provided by a number of
secure electronic methods (for example,
PHR, patient portal, CD, USB drive).

e We do not propose to include the
objective “Provide access to patient-
specific education resources upon
request.” Providing patients with
information and education that is
relevant to their condition, actionable,
culturally competent, and of the
appropriate health literacy level is a
critical component of patient

engagement and empowerment.
Unfortunately, there is currently a
paucity of knowledge resources that are
integrated within EHRs, that are widely
available, and that meet these criteria,
particularly in multiple languages. We
intend to work with the policy
committee, the National Library of
Medicine (provider of Medline Plus),
and experts in this area to ensure the
feasibility of this measure in the future.

The third health outcomes policy
priority identified by the HIT Policy
Committee is to improve care
coordination. The HIT Policy
Committee recommended the following
care goals to address this priority:

¢ Exchange meaningful clinical
information among professional health
care team.

For EPs and eligible hospitals, we
propose the following objectives in the
stage 1 criteria of meaningful use to
further this care goal:

¢ Capability to exchange key clinical
information (for example, problem list,
medication list, allergies, and diagnostic
test results), among providers of care
and patient authorized entities
electronically.

By “diagnostic test results” we mean all
data needed to diagnose and treat
disease, such as blood tests,
microbiology, urinalysis, pathology
tests, radiology, cardiac imaging,
nuclear medicine tests, and pulmonary
function tests. Where available in
structured electronic format (for
example, drug and clinical lab data), we
expect that this information would be
exchanged in electronic format.
However, where the information is
available only in unstructured
electronic formats (for example, free text
and scanned images), we would allow
the exchange of unstructured
information. Patient authorized entities
could include any individual or
organization to which the patient has
granted access to their clinical
information. Exampl