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I. INTRODUCTION

Increased use of information technology by health care providers can
improve the quality of health care in the United States.' It has been used in
many other industries, resulting in increased productivity and in overall
quality gains.”> Moreover, most developed countries already have substan-
tial provider adoption of information technology through widespread use
of electronic health records (EHR).? In the United States, however, most
medical records are still stored on paper.* This is despite estimated cost
savings from health care provider use of EHR reaching as high as $513
billion over the next fifteen years, with numbers doubling that figure if the
benefits attainable from the technology’s chronic disease management and
prevention capabilities are also reached.” The leading reasons cited by
U.S. providers for their failure to adopt EHR are the actual costs and a
perceived lack of return on their investment.®

Tucked away in 2009’s $800 billion fiscal stimulus package, the
American Recovery and Reinvestment Act (ARRA), is a provision that
both attempts to address providers’ cost concerns with EHR adoption and,
at the same time, possesses the potential to transform the delivery of
health care in the United States.” The overarching goals of the ARRA pro-
vision, referred to as the Health Information Technology for Economic
and Clinical Health Act (HITECH), are to improve health care quality,
create a national electronic health record exchange, and establish the infra-
structure necessary to measure providers’ performance.® The legislation
will attempt to meet its goals by providing billions in incentive payments
over the next five years to Medicare and Medicaid providers who demon-
strate “meaningful use” of an EHR technology certified by the federal

1. See Richard Hillestad et al., Can Electronic Medical Record Systems Transform Health care?
Potential Health Benefits, Savings, and Costs, 24 HEALTH AFF. 1103, 1103 (2005); see also David
Blumenthal, Launching HITECH, 362 NEW ENG. J. MED. 382, 385 (2010) (“It is impossible to im-
agine a high-performing U.S. health system that does not take full advantage of the computing tech-
nology that has transformed virtually every other aspect of human endeavor.”).

2. See generally KEVIN J. STIROH, FEDERAL RESERVE BANK OF NEW YORK, INFORMATION
TECHNOLOGY AND THE U.S. PRODUCTIVITY REVIVAL: WHAT DO THE INDUSTRY DATA SAY? (2001),
http:/ /www.newyorkfed.org/ research/ staff reports/sr115.pdf.

3. See Denis Protti, Comparison of Information Technology in General Practice in 10 Countries,
10 HEALTHCARE Q. 107, 110 (2007).

4.  See Catherine M. DesRoches et al., Electronic Health Records in Ambulatory Care—A Na-
tional Survey of Physicians, 359 NEW ENG. J. MED. 50, 51 (2008).

5.  See Hillestad, supra note 1, at 1114.

6.  See DesRoches, supra note 4, at 54-56.

7.  See Health Information Technology for Economic and Clinical Health Act, Pub. L. No. 111-
5, 123 Stat. 467 (2009).

8. See42 U.S.C.A. § 1395w-4(0)(2) (West Supp. 2010).
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government.” HITECH, however, is not just an ordinary Congressional
appropriation—providers who fail to satisfactorily demonstrate meaningful
use after 2015 will be penalized with a reduction in their total government-
based reimbursement. '

For the legislation to reach its desired potential, meaningful use will
have to move beyond its current state, a vague Congressional delegation of
authority, and actually operate to increase provider adoption of EHR. To
do this, the Administration’s implementing regulations will have to care-
fully balance HITECH’s limited timeframe for incentives with the compet-
ing desire for the legislation to be more than just a government rebate for
a provider’s purchase of EHR technology." The various interests in-
volved—hospitals, physicians, software vendors, consumer groups, Con-
gress, and a multitude of government agencies—will serve to only com-
pound the difficulties in achieving the benefits of truly meaningful use
from an integrated, uniform, and national health information technology
(HIT) system.

This Note will first provide a brief background of the circumstances
leading to the passage of HITECH, before reviewing the statute and its
proposed regulations.'” It will then consider some of the economic and
psychological challenges facing HITECH and will conclude by discussing
how potential changes in state tort law from widespread provider adoption
of HIT could operate to increase the likelihood that HITECH meets its
goal of transforming the delivery of health care in the United States.

II. BACKGROUND: THE ROAD TO MEANINGFUL USE
A. An Executive Order and the Market-Oriented Approach
Prior to 2004, the federal government had only minimal involvement

in the introduction of information technology to the health care industry."
This changed with the issuance of an executive order in 2004 that estab-

9. Seeid. § 1395w-4(0)(1).

10.  Seeid. § 1395w-4(a).

11.  Skeptics like former New York Lieutenant Governor Betsy McCaughey feel that this is the
way the government will enforce rationing of health care and sterilize physicians. Betsy McCaughey,
Ruin Your Health With the Obama Stimulus Plan, BLOOMBERG (Feb. 9, 2009), http://
www.bloomberg.com/ apps/ news?pid= 20601039&sid= aLzfDxfbwhzs (“Senators should read these
provisions and vote against them because they are dangerous to your health.”).

12.  Due to time constraints, it was not possible to incorporate the final regulations into this Note.
For a comprehensive breakdown of the differences in the proposed and final regulations, see Centers
for Medicare & Medicaid Services, Comparison of Meaningful Use Objectives Between the Proposed
Rule to the Final Rule, (July, 13 2010) https:// www.cms.gov/ EHRIncentivePrograms/ Downloads/
NPRM vs FR Table Comparison _Final.pdf.

13.  In 2003, Congress created financial incentives for provider use of electronic prescription
technology. See Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L.
No. 108-173, 117 Stat. 2066 (2003).
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lished a federal mandate for the creation of a nationwide health informa-
tion infrastructure that was to contain a portable EHR for every American
by 2014." The order sought to reach its mandate through a volunteer,
market-oriented approach towards health care provider adoption of HIT."

The order created a position, the National Health Information Tech-
nology Coordinator (Coordinator), responsible for executing the order’s
vision.'® The Coordinator’s work consisted of developing and directing the
creation of the national health information infrastructure by coordinating
the HIT adoptions efforts of the Department of Health and Human Servic-
es (HHS) and the private sector.'” The idea was to establish uniform tech-
nical standards for HIT by contracting with two groups: the Health Infor-
mation Technology Standards Panel (Standards Panel) and the Certifica-
tion Commission for Health Information Technology (CCHIT)."® The
Standards Panel, a partnership of government and private interests, was
responsible for creating the uniform standards necessary for HIT vendors
to develop systems capable of communicating with each other, while the
CCHIT, a partnership of purely private interests, was responsible for en-
couraging vendors to develop with uniform standards by certifying that
HIT vendors’ systems met the Standards Panel’s requirements. "

In addition to the Coordinator’s work, the Administration also prom-
ulgated regulations that created Stark Law exceptions and Anti-Kickback
Statute safe harbors for physician compensation in the form of electronic
prescription software and EHR.” The regulations worked to encourage
HIT adoption by allowing providers to avoid harsh civil and criminal pe-
nalties when potentially referral-based compensation was in the form of
HIT.* Moreover, the exceptions to the physician referral laws worked in
concert with the Coordinator’s plan, as the HIT system provided to the
physician must have been certified by the CCHIT for the exceptions to

apply.*

14.  See Exec. Order No. 13,335, 69 Fed. Reg. 24,059 (Apr. 27, 2004).

15.  See Press Release, The White House, Office of Communications, Affordable, Accessible, and
Flexible Health Coverage (Jan. 25, 2007), available at 2007 WL 185881.

16.  See Exec. Order No. 13,335, supra note 13.

17.  See Press Release, The White House, Office of Communications, supra note 14.

18. See  ROB CUNNINGHAM, NATIONAL HEALTH PoOLICY FORUM, STIMULUS BILL
IMPLEMENTATION: EXPANDING MEANINGFUL USE OF HEALTH IT 9-10 (2009), http:// www.nhpf.org/
library/ issue-briefs/ IB834  StimulusIT 08-25-09.pdf.

19. Seeid.

20. See 42 C.F.R § 411.357 (2009) (the Stark exception) and 42 C.F.R. § 1001.952 (2009) (the
Anti-Kickback Statute safe harbor); see also Daphne Lawrence, Has HITECH Hijacked Stark?,
HEALTHCARE INFORMATICS, Sept. 2009, at 19, available at http:// www.healthcare- informatics.com/
ME2/ dirmod.asp?sid= &nm= &type= Publishing&mod= Publications%3A%3A Article&mid=
8F3A7 02742 18419 78F18 BE895 F87F7 9l&tier= 4&id= 5DDF3 5F31B 0E44A 38FE2 BB6FD
AFCEI1ES5.

21.  See 42 C.F.R § 411.357 (2009) (the Stark exception); 42 C.F.R. § 1001.952 (2009) (the Anti-
Kickback Statute safe harbor).

22.  See 42 C.F.R § 411.357 (2009) (the Stark exception); 42 C.F.R. § 1001.952 (2009) (the Anti-
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Despite those efforts, a 2008 New England Journal of Medicine study
showed that only 4% of U.S. physicians had adopted an EHR, while a
2009 study by the Journal indicated that only 7.6% of U.S. hospitals had a
basic system with only 1.5% possessing a “comprehensive electronic-
records system.”” At the same point in time, another study showed that
over 90% of health care practitioners in ten developed countries utilized
EHR in their daily practices.*

After issuing the executive order commanding a market-oriented ap-
proach, President Bush clairvoyantly warned that “[t]here’s always a bill
out there in case the volunteerism is not quite as strong as it should be.”*
And indeed, in 2008 Congress found the level of “volunteerism” for HIT
adoption lacking; seven bills were introduced that year with the purpose of
increasing the government’s role in provider adoption of HIT.*®

B. HITECH and the Government-Oriented Approach

The actual opportunity for Congress to accelerate adoption of HIT
through a more government-oriented approach came in October 2008
when a severe recession created the political will necessary to place one of
those seven bills into the ARRA, an enormous fiscal spending bill com-
monly referred to as the “Stimulus.”” The ARRA established financial
incentives designed specifically to facilitate health care provider adoption

Kickback Statute safe harbor).

23.  Ashish K. Jha et al., Use of Electronic Health Records in U.S. Hospitals, 360 NEW ENG. J.
MED. 1628, 1628 (2009); see also DesRoches, supra note 4, at 54.

24.  See Protti, supra note 3, at 110. The ten countries in the study were Australia, Austria, Den-
mark, England, Germany, the Netherlands, New Zealand, Norway, Scotland, and Sweden. Id. at 107.

25.  See Press Release, The White House, Office of Communications, President Discusses Health
care (Feb. 15 2006), available at 2006 WL 338662.

26.  See, e.g., Wired for Health care Quality Act, S. 1693, 110th Cong. (2008); Ensuring the
Future Physician Workforce Act of 2008, S. 2729, 110th Cong. (2008); PRO(TECH)T Act, H.R.
6357, 110th Cong. (2008); Patient-Controlled Health IT Act, H.R. 6345, 110th Cong. (2008); Health-
e Information Technology Act, H.R. 6898, 110th Cong. (2008); Promoting Health Information Tech-
nology Act, H.R. 6179, 110th Cong. (2008); Health Information Technology Promotion Act, H.R.
5885, 110th Cong. (2008).

27.  As Rahm Emanuel said, “Never allow a crisis to go to waste . . . . They [sic] are opportuni-
ties to do big things.” Jeff Zeleny, Obama Weighs Quick Undoing of Bush Policy, N.Y. TIMES, Nov.
10, 2008, at A19. In fairness, investing fifty million dollars into the adoption of health information
technology was part of President Obama’s health care plan’s campaign platform. KAISER FAMILY
FOUNDATION, 2008 PRESIDENTIAL HEALTH CARE PROPOSALS: SIDE-BY-SIDE SUMMARY (2008), http://
www.health08.org/ sidebyside results.cfm?c= 5&c=16.
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of HIT.* That specific portion of the ARRA is called HITECH and forms
the subject of this Note.”

Initially, HITECH provides financial incentives in the form of cash
payments to eligible providers of Medicare and Medicaid services who
satisfactorily demonstrate meaningful use of government-certified EHR
technology.® The incentive period begins in 2011 when a Medicare physi-
cian can begin receiving $44,000, a Medicaid physician can begin receiv-
ing $63,750, and eligible hospitals can begin receiving millions.*" After
2015, however, HITECH’s incentives turn into penalties, as providers
who fail to meet its meaningful use requirements will no longer receive
full reimbursement from Medicare or Medicaid for their services.* The
reduction may be anywhere from 3% to 5% of the provider’s total gov-
ernment-based compensation.®

III. MEANINGFUL USE
A. The Statute

To qualify as a “meaningful user” under the statute, Congress requires
health care providers to meet the following three requirements: (1) make
meaningful use of certified EHR technology, (2) exchange information
using certified EHR technology, and (3) report clinical quality measures
using certified EHR technology.** The statute’s stated purpose is to “im-
prove the use of electronic health records and health care quality.”* This

28.  Press Release, President Barack Obama, Remarks by the President on the Economy (April 14,
2009), available at 2009 WL 993055. The American Recovery and Reinvestment Act was not the
product of a bipartisan vote. See GovIrack, H.R. 1: American Recovery and Reinvestment Act of
2009, http:// www.govtrack.us/ congress/ bill.xpd?bill= h111-1 (last visited Oct. 11, 2010) (provid-
ing “Vote Details” showing that zero Republicans in the House of Representatives and two Republi-
cans in the Senate supported the legislation).

29.  See Health Information Technology for Economic and Clinical Health Act, Pub. L. No. 111-
5, 123 Stat. 115 (2009).

30.  This is not a small number of providers: CMS estimates there will be approximately 404,400
individual providers, 10,000 hospitals, and 12 Medicare Advantage organizations, which add an addi-
tional 28,000 physicians, and 29 more hospitals to the total eligible to receive the incentive payments.
See Electronic Health Record Incentive Program, 75 Fed. Reg. 1,844, 1,976 (Jan. 13, 2010) (to be
codified at 42 C.F.R. pt. 412, 413, 422, & 495).

31.  See42 U.S.C.A. § 1395w-4 (West Supp. 2009).

32.  Seeid. § 1395w-4(a)(7). The physicians’ fee schedule will receive a downward adjustment of
1% in 2015, 2% in 2016, and cap at 97% percent in 2017 and beyond. Id. If the number of eligible
physicians who are meaningful users of EHR in 2017 is less than 75%, Congress has allowed the
Secretary to use his discretion and adjust payments downward to 95%. Id. Physicians may also qualify
for a “hardship exemption” if they can adequately demonstrate their complete inability to meet the
requirements. /d. § 1395w-4(a)(7)(B).

33.  See 42 U.S.C. § 1395w-4(a)(7)(B).

34.  Seeid. § 1395w-4(0)(2). The requirements constitute the elements of a meaningful EHR user.
Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,870 (“[T]here are three elements of
meaningful use.”).

35. 42 U.S.C.A. § 1395w-4.
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improvement is envisioned as a continuous process, with its requirements
becoming more stringent over time.* Despite the statutory provision of
only three requirements, this Note will construe the statute as containing
four, as the use of certified technology is a separate component that is
necessary to meet each of the statute’s three requirements.

1. Certified EHR Technology

HITECH defines “EHR technology” as an electronic record of an in-
dividual’s health information.”” The statute also adds that the technology
must include the capacity to capture patient demographics and clinical
health information, provide clinical decision support, support physician
order entry, capture health care quality information, and exchange and
integrate the information with other sources.*®

HITECH’s “Certified EHR Technology” requirement serves to pro-
vide a uniform blueprint that HIT vendors must follow to achieve certifi-
cation from the federal government for their EHR products.” Its imple-
menting rule requires that any application on a health information network
be able to communicate with any other application; this changes the prior
CCHIT approach by allowing a modular, or component, approach that
aims to give providers the ability to mix and match products from various
vendors when creating and designing their network.* Therefore, a provid-
er may use a combination of different EHR modules from different HIT
vendors as long as the modules together meet the definition of a qualified
EHR that has been tested and certified by the government.*'

The necessity of establishing a government certification program was
intentional and due to the deemed failure of the prior market-based,
CCHIT certification program.*” An HIT vendor’s prior CCHIT certifica-
tion for its HIT system is, therefore, irrelevant for purposes of HITECH.*
In addition, the Office of the National Coordinator (ONC) was given the
authority to promulgate the regulations that define what constitutes a “cer-
tified EHR” on an interim final basis.* This was deemed necessary be-

36. Seeid.
37.  Seeid. §§ 300jj(13), 3004(b)(1).
38. Seeid.

39.  See Health Information Technology: Initial Set of Standards, Implementation Specifications,
and Certification Criteria for Electronic Health Record Technology, 75 Fed. Reg. 2,014, 2,022 (Jan.
13, 2010) (to be codified at 45 C.F.R. pt. 170).

40.  Seeid. at 2,022-23.

41.  Seeid. at 2,015.

42.  See David Kibbe, EHR Redux, http:// www.thehealthcareblog.com/ the health care blog/
2010 /02/ ehr-redux.html (last visited Oct. 12, 2010).

43.  Seeid.

44.  See Health Information Technology: Initial Set of Standards, Implementation Specifications,
and Certification Criteria for Electronic Health Record Technology, 75 Fed. Reg. at 2,022-23. Gener-
ally, the Administrative Procedures Act requires public notice prior to promulgation of regulations;
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cause of the short period of time between the enactment of HITECH and
the start of the limited time period where providers are eligible to receive
cash payments.* Government-certified EHR technology did not exist prior
to the ONC’s interim final rule, and HIT vendors will need the time pro-
vided by the rule’s quick implementation to meet the new certification
program’s requirements.

The requirements for certified EHR technology were written so they
would enable provider purchasers of the technology to meet each of the
statute’s requirements.*® The certification requirements, like the meaning-
ful use regulations discussed in more detail below, also take an incremen-
tal, or stage-based, approach.”’” Certification requires no act by provid-
ers—“[b]y being tested and certified, a Complete EHR or EHR Module
will have demonstrated that this capability is available for an eligible pro-
fessional or eligible hospital to use.”*® Therefore, to meet this require-
ment, and any of the other three requirements necessary to qualify as a
meaningful user, providers must possess certified EHR technology.

2. Meaningful Use

Once the provider has a certified EHR, the first requirement the pro-
vider must meet to qualify as a “meaningful user” is to demonstrate to the
satisfaction of the Secretary of the Department of Health and Human Ser-
vices (Secretary) that they are using the certified technology in a “mea-
ningful manner.”*® As to what constitutes meaningful, the only explicit
guidance provided by the statute is that the requirements for meeting this
element must at least include the use of electronic prescription technolo-
gy.” The Secretary’s interpretation of what else meaningful use should
entail is discussed in more detail below.’’

HITECH allows demonstration of the meaningful use requirement by
any means the Secretary decides. In 2011, proof of meeting the require-
ment will be made by attestation.” The implementing regulations indicate
that the Centers for Medicare and Medicaid Services (CMS) do not “be-
lieve that HIT will advance enough from its current state to allow for more

however, when good cause is shown, an agency may promulgate regulations without meeting the
public notice requirement. 5 U.S.C. § 553(b) (West Supp. 2010).

45.  See Health Information Technology: Initial Set of Standards, Implementation Specifications,
and Certification Criteria for Electronic Health Record Technology, 75 Fed. Reg. at 2,016.

46.  Seeid.

47.  Seeid. at 2,014.

48.  Id. at 2,028-29.

49. 42 U.S.C.A. § 1395w-4(0)(2)(A)(i) (West Supp. 2010).

50.  Seeid.

51.  See infra Part III.C.

52.  See § 1395w-4(0)(2)(C).
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automated and/or documented options of demonstrating meaningful use.”>

The current plan is for mandatory electronic submission to begin in
2012.>* At that point, the electronic submission will contain the “health IT
functionality” measures necessary for the Secretary to qualify the submit-
ting health care provider as a meaningful user of certified EHR.”

3. Exchange of Information

Meaningful use also requires health care providers’” EHR to have the
capability to electronically exchange information.® The statute requires
that “such certified EHR technology is connected in a manner that pro-
vides . . . for the electronic exchange of health information to improve the
quality of health care, such as promoting care coordination.”*” The actual
exchange of information is planned to take place on a national health in-
formation network, with the ultimate goal of creating a national network
that allows providers to exchange patients’ personal health records among
themselves and with the government both to increase care coordination
and to improve population health.® At this point, because the necessary
infrastructure is still lacking to exchange the records, providers must only
demonstrate by a one-time test that they possess the capability to transmit
clinical information.*

4. Reporting of Clinical Quality Measures

The statute’s final requirement demands that providers report clinical
quality measures using their certified EHR technology.® These measures
are different than the “health IT functionality” measures required to meet
HITECH’s meaningful use requirement." Clinical quality measures are
defined “to consist of measures of processes, experience and/or outcomes
of patient care, observations or treatment that relate to one or more quality
aims for health care.”® It was deemed unnecessary to subject these meas-
ures to public notice and comment rulemaking due to the consensus
process used by the National Quality Forum (NQF).%

53.  Electronic Health Record Incentive Program, 75 Fed. Reg. 1,844, 1,903 (Jan. 13, 2010) (to
be codified at 42 C.F.R. pt. 412, 413, 422 & 495).

54.  Seeid.

55. Id. at 1,858.

56.  See § 1395w-4(0)(2)(A)(ii).

57. Id.

58.  Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,864-65.

59. Id. at 1,865.

60.  See § 1395w-4(0)(2).

61.  Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,858.

62. Id. at1,871.

63. See id. at 1,873.
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In selecting clinical quality measures, HITECH requires the Secretary
to give preference to measures that have been approved by an entity with a
contract with HHS.* That entity is the NQF.*” The NQF is a nonprofit
organization controlled by industry stakeholders formed with the stated
goal of improving the U.S. health care system by “[s]etting national
priorities and goals for performance improvement; [e]ndorsing national
consensus standards for measuring and publicly reporting on performance;
and [p]romoting the attainment of national goals through education and
outreach programs.”® The reporting of the clinical quality measures will
both allow CMS to meet its goal of tracking improvements in patient care
over time and aid its use of quality benchmarking to compare health care
providers against their peers.”’” The ultimate goal of the requirement for
tracking the measures is to transform the current physician payment sys-
tem from one based on a fee-for-services model to one based on paying
physicians for performance.®®

HITECH says electronic reporting of the clinical quality measures
cannot be required until HHS has the capability to receive them electroni-
cally.® CMS does not think that HHS will have the capability to accept the
measures electronically in 2011, but expects HHS to possess the ability to
electronically accept the measures in 2012." Therefore, in 2011 a provider
must only attest to its capability to electronically submit the required clini-
cal quality measures.”

B. Interpreting the Statute

The statutory requirements discussed above provide little detailed
guidance on the intended operation of HITECH’s meaningful use require-
ment.”” The text of the statute only clearly provides that Congress envi-
sions health care providers using government-certified EHR technology to
report clinical quality measures endorsed by the NQF and to exchange
patient health information. This would be sufficient, but HITECH also

64.  See § 1395w-4; see also Medicare Improvements for Patients and Providers Act of 2008
(MIPPA), 122 Stat. 2494 (2008); The National Quality Forum, HHS Performance Measurement,
http:// www.qualityforum.org/ About NQF/ HHS Performance Measurement.aspx.

65.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,872.

66. The National Quality Forum, About NQF, http:// www.qualityforum.org/ About NQF/
About_NQF .aspx.

67.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,872.

68.  See DEPARTMENT OF HEALTH & HUMAN SERVICES, OFFICE OF THE NATIONAL COORDINATOR
FOR HEALTH INFORMATION TECHNOLOGY, MEANINGFUL USE WORKGROUP PRESENTATION, at 5 (July
16, 2009), http:// healthit.hhs.gov/ portal/ server.pt/ gateway/ PTARGS 0 10741 876941 0 0 18/
Meaningful %2 0Use_7.16.09.ppt.

69.  See 42 U.S.C.A. § 1395w-4(0)(2) (West Supp. 2010).

70.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,871.

71.  Seeid.

72.  See supra Part 1I1.A.2.
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requires the EHR to be used in a “meaningful manner.” The lack of expli-
cit guidance provided by the statute effectively leaves interpretation of
what qualifies as “meaningful” up to the Secretary’s discretion.

1. The Plain Meaning

Oftentimes, courts can look for the “plain meaning” of a statute’s
words to provide assistance with interpretation.” In the case of HITECH,
however, looking only at the words provides little helpful insight to what
Congress intended “meaningful use” to require. Turning to the dictionary,
“use” is defined as “[t]he act of employing a thing for any ... pur-
pose.”™ This indicates Congress intended providers to, at a minimum,
actually use the certified technology; but the statute requires more than
simply use—its requirement is “meaningful use.”” “Meaningful” is de-
fined as that which is “[f]ull of meaning or expression.””® Given that it has
traditionally been the legislature’s responsibility to make the laws, one
would presume that the meaning or purpose would be Congress’s purpose.
Thus, a review of the legislative history should provide additional guid-
ance.

2. Legislative Intent

Congress has big plans for HITECH.” The goal is not just to provide
financial incentives for physicians to purchase technology; the goal is to
have doctors use better practice protocols to lower costs and provide better
patient outcomes.”™ Congress also expects the legislation’s improvements
to include correcting errors caused by poor physician handwriting, in-
creasing the use of generic drugs, decreasing duplicative orders, remind-
ing physicians to use preventive care, providing clinical decision support
with evidence-based order sets, identifying drug interactions, and helping
physicians handle chronically ill patients.”

One member of Congress described the legislation as an attempt to ad-
dress three of the principal issues with HIT adoption—the cost of the tech-
nology, the complexity of the technology, and the lack of uniform stan-
dards for the technology—so that the physicians can be confident that the
technology they invest in will be useful in their practice of medicine;

73.  Am. Textile Mfrs. Inst., Inc. v. Donovan, 452 U.S. 490, 508 (1981).

74. OXFORD ENGLISH DICTIONARY 3573 (1971).

75. 42 U.S.C.A. 1395w-4(0) (West Supp. 2010) (emphasis added).

76. OXFORD ENGLISH DICTIONARY 275 (1971).

77.  Here is one Senator’s description of the task: “The Romans could not build an electronic
health information infrastructure, but we can and we must, and this legislation will.” 155 CONG. REC.
S1,511 (daily ed. Feb. 4, 2009) (statement of Sen. Whitehouse).

78.  See 155 CONG. REC. S1,511 (daily ed. Feb. 4, 2009) (statement of Sen. Whitehouse).

79.  See 155 CONG. REC. S264 (daily ed. Jan. 11, 2009) (statement of Sen. Stabenow).
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“[h]ealth information technology is about much more than digitizing data,
more than going from illegible handwriting to clear electronic type.”* The
Congressman also made clear that HITECH “does not just hand out grants
to buy big fancy new boxes of equipment to sit in office closets.”® Anoth-
er member of Congress imagined HITECH “affect[ing] every part of
health care, from medical and nursing education, to how patients are
treated and how much hospitals get paid.”** HITECH’s legislative history,
therefore, indicates that Congress intended “meaningful use” to have an
immense scope.

3. Net Effect: An Enabling Principle

The broad purpose envisioned by Congress, coupled with the loose
language provided by Congress, effectively functions to enable the Execu-
tive Branch to require health care providers to do whatever it deems ne-
cessary in order to qualify as a meaningful user. The reality that HITECH
and the financial effects of the Secretary’s meaningful use definition do not
simply end after the initial incentives period demonstrates the immense
scope of the freedom Congress has delegated to the Executive in this con-
text.

Traditionally, the power to make the laws has been the exclusive pow-
er of Congress, just as it has always been the exclusive power of the Ex-
ecutive Branch to carry out those laws.® To avoid an improper delegation
of its lawmaking authority, Congress must provide the Executive Branch
with an “intelligible principle” to guide its rulemaking.® The purpose be-
hind this doctrine is to ensure that the branch of government making the
laws is the branch that is subject to a popular vote.* Nevertheless, Con-
gress does not violate the doctrine by using broad or open-ended language;
the Court has “‘almost never felt qualified to second-guess Congress re-
garding the permissible degree of policy judgment that can be left to those
executing or applying the law.’”%

Here, the plain words and legislative history of HITECH demonstrate
the broad scope of authority that the term “meaningful use” is meant to
convey to implementing agencies. David Blumenthal, the current Coordi-
nator, stated that the structure of the legislation was “an innovative and
powerful concept” intended to have sweeping affects.®’” In addition, it will

80. 155 CONG. REC. S1,511 (daily ed. Feb. 4, 2009) (statement of Sen. Whitehouse).

81. Id

82. 155 CONG. REC. H1136-03 (daily ed. Feb. 10, 2009) (statement of Rep. Burton).

83. See U.S.CONST. art. I, § 1, cl. 1; U.S. CONST. art. II, § 2, cl. 1.

84.  See Whitman v. Am. Trucking Ass’ns, Inc., 531 U.S. 457, 472 (2001).

85.  See Touby v. United States, 500 U.S. 160, 165 (1991).

86.  Whitman, 531 U.S. at 474-75 (quoting Mistretta v. United States, 488 U.S. 361, 416 (1989)
(Scalia, J., dissenting)).

87.  Blumenthal, supra note 1, at 382.
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be extremely important to health care providers for the Secretary to get the
rule right, as HITECH provides that “[t]here shall be no administrative or
judicial review under section 1395ff of this title, section 139500 of this
title, or otherwise” of the methodology and standards for determining what
constitutes meaningful use of EHR.®

C. The Currently Proposed Rule

As previously indicated, HITECH gave the Secretary the responsibili-
ty of defining “meaningful use.”® The Secretary placed the responsibility
of defining meaningful use with CMS.” In its proposed rule, CMS said
that it “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.”®" The HIT Poli-
cy Committee (Committee) is a federal advisory activity established by the
ARRA .”* The Committee is divided into subcommittees with its Meaning-
ful Use Workgroup (Workgroup) responsible for making recommendations
to CMS on what should constitute “meaningful use.””> CMS also worked
closely with the ONC to ensure that any EHR certification standards and
implementation specifications approved would complement its meaningful
use definition.”*

88. 42 U.S.C.A. § 1395w-4(k)(7) (West Supp. 2010) (emphasis added). But see McNary v. Hai-
tian Refugee Ctr., Inc., 498 U.S. 479 (1991) (finding judicial review preclusion was limited to issues
the statute was intended to preclude).

89. See42 U.S.C.A. § 1395w-4 (West Supp. 2010).

90.  See Electronic Health Record Incentive Program, 75 Fed. Reg. 1,844, 1,846 (Jan. 13, 2010)
(to be codified at 42 C.F.R. pt. 412, 413, 422, & 495).

91. Id. at1,854.

92. See id. at 1,850; compare id. at 1,854-70, with HEALTH IT PoLICY COUNCIL,
RECOMMENDATIONS TO NATIONAL COORDINATOR FOR DEFINING MEANINGFUL USE FINAL (Aug.
2009), http:// healthit.hhs.gov/ portal/ server.pt/ gateway/ PTARGS 0 10741 888532 0 0 18/
FINAL %20 MU %20 RECOMMENDATIONS %20TABLE.pdf.

93.  The Workgroup is comprised of representatives from a number of organizations, including the
following: the Palo Alto Medical Center; Columbia University; Brigham & Women’s Hospital; Na-
tional Partnership for Women & Families; The Institute for Family Health; Denver Public Health
Department; Pacific Business Group on Health; Center for Democracy & Technology; Carnegie Mel-
lon University; and the Department of Veterans Affairs. See The Office of the National Coordinator
for Health Information Technology, Meaningful Use Workgroup, http:// healthit.hhs.gov/ portal/
server.pt?open =512&0bjID =1472&mode =2 (last visited Oct. 12, 2010).

94.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,850. The ONC has re-
leased an interim final rule on what the criteria of the certification are. See Initial Set of Standards,
Implementation Specifications, and Certification Criteria for Electronic Health Record Technology,
Health Information Technology: Initial Set of Standards, Implementation Specifications, and Certifica-
tion Criteria for Electronic Health Record Technology, 75 Fed. Reg. 2,014, 2,014 (Jan. 13, 2010) (to
be codified at 45 C.F.R. pt. 170). CMS proposes to use the ONC’s interim final rule. See Electronic
Health Record Incentive Program, 75 Fed. Reg. 1,844, 1,848. In addition, input on the rule was
sought from the public and other governmental agencies, such as the National Committee on Vital and
Health Statistics, the HIT Policy Committee, and the HIT Standards Committee. See Electronic Health
Record Incentive Program, 75 Fed. Reg. at 1,850.
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The Workgroup chose its priorities for meaningful use from a report
developed by the NQF.” Each of the chosen priorities was then broken
down into objectives and care goals with each containing measures that
health care providers must report to qualify as a meaningful user.”® These
measures are not the clinical quality measures discussed above; they are
“health IT functionality” measures.”” The policy priorities from the NQF
report, and those ultimately used by the Secretary to define meaningful
use, are: (1) to increase health care quality, safety, and efficiency, (2) to
increase provider engagement with patients and their families, (3) to im-
prove care coordination, (4) to improve the health of the general public,
and (5) to meet each of those priorities while still ensuring the adequate
security and privacy of patients’ health information.*®

1. Priority One: Increasing Health Care Quality, Safety, and Efficien-
cy

To meet the first priority of improving the quality and efficiency of the
U.S. health care system, CMS established goals designed to provide the
patient’s health care team access to comprehensive patient information and
to increase provider use of evidence-based order sets, computerized physi-
cian order entry (CPOE), and clinical decision support at the point of care.
CMS’s goals for this first priority also include reaching out to patients and
reporting information to public entities for quality improvement and public
reporting.” The overarching objective of the goals is to ensure that physi-
cians not only possess certified EHR technology but also are using it in an
effective manner.'”

The reportable health IT functionality measures for the first priority
that are required to demonstrate meaningful use include physician use of
CPOE on 80% of all orders; use of drug-drug, drug-allergy, and drug-
formulary checks; transmission of prescriptions electronically; mainten-
ance of active medication lists; the electronic charting of vital signs; and

95.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,851. The National Quality
Forum is a non-profit organization that CMS contracted with, pursuant to the Medicare Improvements
for Patients and Providers Act, to provide quality measures for health care quality reporting. See
National Quality Forum, HHS Performance Measurement, http:// www.qualityforum.org/
About NQF/ HHS _ Performance Measurement.aspx (last visited Oct. 12, 2010). The actual priori-
ties were developed in a group convened by the National Quality Forum called the National Priorities
Partnership. See The National Priorities Partnership, Priorities, http:// www.national priorities part-
nership. org/ Priorities. aspx.

96.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,854.

97.  See infra Part 1I1.C; see also Electronic Health Record Incentive Program, 75 Fed. Reg. at
1,858.

98.  See infra Part III.C.

99.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,854.

100.  See id. at 1,860.
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provider implementation of at least five clinical decision support rules.'"!
Physician offices must also record patient demographics, generate and
report information, incorporate lab results into their EHR as structured
data, check insurance eligibility, and bill electronically.'®

2. Priority Two: Provider Engagement with Families

The second policy priority is to involve patients and families more ex-
tensively in their own health care decision making.'” The goal is to in-
crease involvement by providing “families with timely access to data,
knowledge, and tools to make informed decisions and to manage their
health.”'™ Providers will also need to furnish patients and their families
with electronic records of their health information, both at their request
and as required by state disclosure laws.'” An example of one of the re-
quired measures is for 80% of patients to be provided with a copy of their
health information within 48 hours.'®

3. Priority Three: Care Coordination

The third policy priority is to improve care coordination.'”’ For pur-
poses of this priority, care coordination will include the exchange of clini-
cal information between health care providers, medical reconciliation, and
provision of a summary-of-care record for both transitions of care and
referrals.'® An example of a required measure for care coordination is that
medication reconciliation must take place for 80% of relevant patient en-
counters and transitions of care.'”

4. Priority Four: Improve Population Health

The fourth policy priority is to improve the health of the general popu-
lation.""” The objective is to use the information collected on patients to

101.  Seeid. at 1,855.

102.  Seeid. at 1,855-56.

103.  Seeid. at 1,856-57.

104.  Id. at 1857.

105.  Seeid.

106.  Seeid. at 1,864.

107.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,857.

108.  See id. at 1,857-58. Because of the confusion that sometimes exists as to what “medication
reconciliation” really is, CMS proposes the definition to mean “the process of identifying the most
accurate list of all medications that the patient is taking, including name, dosage, frequency and route,
by comparing the medical record to an external list of medications obtained from a patient, hospital or
other provider.” Id. This can be crucial when there are long gaps between patient visits or the admin-
istration of new medication. See id. “Transition[s] of care” refers to changes in the patient’s clinical
setting; for example, if an emergency room patient is admitted to the hospital. /d. at 1858.

109.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,865.

110.  Seeid. at 1,858.
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communicate with public health agencies.'"! The provider’s system will
need to possess the capability to submit electronic syndromic surveillance
data and provide electronic immunization data to the agencies.'”” This re-
quirement also calls for the electronic exchange of information, which is
not currently possible; therefore, at this point, the provider will only have
to demonstrate the capability to do so.'”

5. Priority Five: Privacy Assurance

The fifth policy priority is to ensure adequate privacy for patients’
personal health information.'"* Here, the goal is to “[e]nsure privacy and
security protections for confidential information through operating poli-
cies, procedures, and technologies and compliance with applicable law.”'"
To meet this goal, CMS will not create additional guidelines."'® The guide-
lines are already established via HIPAA’s privacy and security rules.'’
The Secretary believes the meaningful use regulations are not the appro-
priate means to enforce HIPAA compliance.''®

D. The Future Direction of Meaningful Use

To balance the costs and benefits within the short time frame for the
incentives, it is proposed that the objectives and measures grow more
stringent over time, with the process being divided into three stages: 2011,
2013, and 2015."° However, due to the limited information provided in
the current regulations and the potentially broad application of the statute,
it is still not clear what the future holds for meaningful use.

To illustrate this lack of clarity: when asked what type of information
will be included in a patient’s electronic record, Representative Patrick
Kennedy said that individuals will be able to “opt out” if they do not want
their records to include information about sexually transmitted diseases or
abortions in their medical history.'” But Representative Michael Burgess,
a physician, suggested that completeness might be required for clinical and
medical liability purposes: “If I refer a patient to a specialist, yeah, that
information needs to go along. It is not only unfair, it is probably a liabili-

111.  Seeid.

112.  Seeid.

113.  See id. at 1,866.

114.  Seeid. at 1,858.

115.  Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,858.

116.  Seeid.
117.  Seeid.
118.  Seeid.

119. See id. at 1,852.

120.  See Nicholas Ballasy, People Can Opt Out of Listing STDs, Abortions in Gov’t-Mandated
Electronic Health Records, Patrick Kennedy Says, CNSNEWS.cOM (Sept. 28, 2009), http://
Wwww.cnsnews.com/ news/ article/ 54608.



2010] D.C. In Action 223

ty on my part if I did not disclose that information to the physician to
whom I am referring a patient.”''

Of course, both Congressmen’s thoughts on the proper amount of con-
trol that patients should have over the information in their EHR were
made known to the press after HITECH’s enactment and are not embodied
in HITECH’s statutory provisions; therefore, at the time of the statements
to the press, Congress had already delegated the decision to the Secretary
and the decision was no longer in their control.'” HIPAA currently allows
doctors to share information for any reason that falls under treatment,
payment, and health care operations despite a patient’s request to “opt
out.”'® The ONC initially intended to modify HIPAA’s requirements;'** in
the end, however, the rule followed the current HIPAA requirement, so it
appears Representative Burgess’s approach currently has the Secretary’s
favor.'”

The currently proposed rule adds to the uncertainty by devoting only
half a page to the requirements of meaningful use beyond Stage 1.'*® The
Workgroup took issue with this lack of clarity in a letter it sent to the Sec-
retary.'”’ The Workgroup itself has already proposed what the next stages
of “meaningful use” should entail, and envisions the “meaningful use”
requirements increasing in scope from data capture, in 2011, to advanced
clinical process, in 2013, to improved patient outcomes, by 2015.'*

Lofty goals exist for meaningful use in 2015, such as reducing the
number of heart attacks and strokes by a million, cutting medication errors
in half, cutting the racial gap for diabetes in half, cutting readmissions in
half, and providing patients with electronic access to all of their health
information.'”” The Workgroup is also aiming to meet the CMS EHR
Demonstration’s goal to transition from “pay for reporting” under the
Physician Quality Reporting Initiative to paying physicians based on pa-
tient outcomes."® The Coordinator shares the Workgroup’s view, and also

121.  Id.

122.  See 42 U.S.C.A. § 1395w-4 (West Supp. 2010).

123.  See Health Insurance Portability and Accountability Act, Pub. L. No. 104-191, 110 Stat. 1936
(1996).

124.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,858.

125.  See Health Information Technology: Initial Set of Standards, Implementation Specifications,
and Certification Criteria for Electronic Health Record Technology, 75 Fed. Reg. 2,014, 2,017 (Jan.
13, 2010) (to be codified at 45 C.F.R. pt. 170).

126.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,870.

127.  Seeid.

128.  See DEPARTMENT OF HEALTH & HUMAN SERVICES, OFFICE OF THE NATIONAL COORDINATOR
FOR HEALTH INFORMATION TECHNOLOGY, MEANINGFUL USE WORKGROUP PRESENTATION, at 5 (July
16, 2009), http:// healthit.hhs.gov/ portal/ server.pt/ gateway/ PTARGS 0 10741 876941 0 0 18/
Meaningful %20Use_7.16.09.ppt.

129.  Seeid. at 15.

130.  See generally id.
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believes that Stages 2 and 3 will include the increased use of incentives
that reward providers for improved processes of care and outcomes. !

IV. AN EARLY LOOK
A. Time and Cost-Based Challenges to Provider HIT Adoption

HITECH’s short, inflexible time frame for its cash payments, coupled
with several cost-based challenges, will make it difficult for the legislation
to transform the U.S. health care system by the end of 2014. Transform-
ing the U.S. health care system as envisioned by HITECH requires, at the
very least, substantial provider adoption of HIT. The Secretary recognizes
the provider adoption rate of EHR technology will be a function of both
industry costs and the limited time period of the incentives."*> The Secre-
tary, however, cannot change the time frame or raise the amount of the
incentives to meet a provider’s actual costs.””® The earliest providers can
receive any reimbursement is 2011."* For a provider to receive full reim-
bursement, the provider must demonstrate meaningful use by 2012.'%

The first challenge HITECH must surpass for the legislation to in-
crease provider EHR adoption is for HIT vendors to have certified EHR
products. Without the existence of certified EHR technology, none of the
meaningful use requirements can be met.”® As mentioned earlier, gov-
ernment-certified EHR technology has only recently come into existence;
prior CCHIT certification will not prevent a vendor from having to make
changes to their current EHR technology.”” Moreover, the rule defining
EHR for purposes of HITECH was published January 13, 2010; the rule
that guides the government’s certification program was published March
10, 2010."® The financial incentive payments begin in 2011."* This means
for a timely start to HITECH’s incentive program, HIT vendors must have
their EHR technology programmed, tested, and certified by 2011. At this
point, it is not clear how many, if any, HIT vendors can have a product
that meets the rule’s specifications ready by the beginning of the payment
period. It is also unclear whether the government’s certification program

131.  See David Blumenthal, Launching HITECH, 362 NEW ENG. J. MED. 382, 384 (2010).

132.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,976.

133, See 42 U.S.C.A. § 1395w-4(0)(1)(B)(i) (West Supp. 2010).

134.  Seeid. § 1395w-4(0)(1)(E)(i).

135.  Seeid. § 1395w-4(0)(1)(B)(ii).

136.  See supra Part 111 A.

137.  See supra Part II1.A.1

138.  Health Information Technology: Initial Set of Standards, Implementation Specifications, and
Certification Criteria for Electronic Health Record Technology, 75 Fed. Reg. 2,014, 2,016 (Jan. 13,
2010); Proposed Establishment of Certification Programs for Health Information Technology, 75 Fed.
Reg. 11,328 (Mar. 10, 2010).

139.  See 42 U.S.C.A. § 1395w-4(0)(1)(E)(i) (West Supp. 2010).
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will develop to the point that it can certify a vendor’s EHR product in a
timely manner.

Once certified EHR technology exists, health care providers will still
have to purchase or upgrade to a HIT vendor’s system that is certified to
meet the requirements of “meaningful use.” Many providers will have to
bear the costs up front, as physicians will not be eligible to receive pay-
ments until they have actually purchased and implemented the technology,
although Medicaid providers will be able to receive some incentive pay-
ments before demonstrating “meaningful use.”'* Moreover, the financial
incentive payments for physicians who adopt EHR technology are not even
a sure bet to offset the cost to obtain the EHR technology. The Secretary
estimates the average cost to adopt an EHR is $54,000 per physician FTE,
with annual maintenance costs of $10,000.*' With total reimbursement for
Medicare physicians capped at $44,000, those figures do not indicate that
obtaining an EHR will lead to a positive return on investment; the annual
maintenance costs alone will eat up HITECH’s incentive payments.

Health care providers will also face time constraints from EHR adop-
tion. Training, workflow redesign, and implementation all have to take
place before a provider can qualify as a “meaningful user.” In addition,
Congress said HITECH is not just a government credit for the purchase of
EHR technology.'** Therefore, once the EHR is implemented, providers
must still make “meaningful use” of the technology.

Adoption of EHR could also be a bad financial move for physicians
for reasons that are less apparent.'* It is commonly thought that most of
the savings of HIT systems go to payers and not to physicians because the
systems translate into loss of revenue through service reductions.'** One of
the stated goals of HITECH is to reduce physician services through pre-
vention of duplicate and unnecessary procedures.'* If HITECH succeeds
in its goal, physicians will lose payments for those duplicate and unneces-
sary services. It is in this way that the perverse incentives created by
reimbursing physicians on a fee-for-service basis works to create perverse
incentives for physician adoption of EHR.

Despite these challenges, the Secretary still believes that the savings
benefit providers more than CMS and will lead to quicker EHR adoption
than if just left to market forces.'*® The Secretary believes that the incen-

140.  See id. § 1395w-4(0)(1)(D)(iii).

141.  See Electronic Health Record Incentive Program, 75 Fed. Reg. 1,844, 1,976 (Jan. 13, 2010).
For hospitals the average estimate is for a $5 million cost with $1 million a year for maintenance,
upgrades, and support. See id.

142.  See infra Part 11.B.2.

143.  See Hillestad, supra note 1, at 1108.

144.  Seeid.

145.  See supra Part 1II.C.

146.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,987-88.
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tive payments and the “prospect of significant payment penalties for non-
participation” will be sufficient to lead most providers to choose to adopt
certified EHR technology during the beginning of the program.'*’ The
Secretary also argues that even without HITECH, providers would still
increase their use of technology.'*® While this may be true, the low reward
and high costs of provider EHR adoption, coupled with decreased reim-
bursement on the horizon, may lead some providers to simply choose to
drop Medicare coverage. However, many physicians will likely look to
other avenues to adopt EHR as painlessly as possible.

One available avenue is for physicians to combine HITECH’s financial
incentives with funds available from better-positioned health care entities
through a Stark Law exception or Anti-Kickback Statute safe harbor for
EHR. For example, North Shore Hospital System in New York is willing
to pay physicians up to $40,000 each for adopting North Shore’s EHR.'*’
This would push the total incentive payments available to eligible physi-
cians upwards of $80,000. Incentives such as this will likely lead to great-
er health care organization integration, particularly as the physician incen-
tives are phased out and the physician penalties phased in.

EHR technology is already much more prevalent in larger practices;
further consolidation is likely as physicians look to escape the costs and
hassle of implementing the technology in their practices.'” It is certainly
not a stretch to foresee a frustrated solo practitioner simply joining a group
with certified EHR technology already in place to avoid taking a 5% re-
duction in reimbursement. Adding to HITECH’s push towards greater
integration is that it is more likely that those health care organizations that
already have HIT systems in place will be in a better position to reap the
benefits. The providers without prior investment in HIT will be on the
outside looking in as they compete for limited positions on HIT vendors’
implementation schedules. The Secretary admits that vendors will be li-
mited in the number of systems they can install due to the increased de-
mand for EHR from HITECH."' Therefore, providers who are already in
a strong technological position and have contracts with top HIT vendors
will stand the greatest chance of receiving the payments. This factor and
the prospect of future penalties will likely operate to increase the size of
those entities best situated to reap the benefits of meaningful use.

Despite all of those challenges, the Secretary has no discretion to
change the time frame of the incentive payments or reduce the penalty for

147.  Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,988.

148.  Seeid.

149.  See Steven Shea & George Hripcsak, Accelerating the Use of Electronic Health Records in
Physician Practices, 362 NEW ENG. J. MED. 192, 192 (2010).

150. See KATERYNA FONKYCH & ROGER TAYLOR, THE STATE AND PATTERN OF HEALTH
INFORMATION TECHNOLOGY ADOPTION 41 (2005).

151.  See Electronic Health Record Incentive Program, 75 Fed. Reg. at 1,982.
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providers that fail to demonstrate “meaningful use”; the Secretary’s dis-
cretion only lies in his ability to change the stringency of the “meaningful
use” requirements.'” It, therefore, should be more important for the
measures to be attainable, or the opportunities to use the incentive pay-
ments to accelerate the adoption of EHR technology will be lost. Moving
beyond the Stage 1 requirements should not take place until there is sub-
stantial provider adoption of EHR technology. With the economic burdens
being squarely on the shoulders of the physicians, the first years must op-
erate to get the infrastructure in place for the future transformational goals
to become possible.

B. The Government Practice of Medicine

HITECH’s use of financial incentives provides the means necessary
for the federal government to increase its role in the delivery of health
care. Most health care providers will be penalized after 2014 if they do
not follow the government’s recommended processes for the delivery of
health care. HITECH seems to represent a shift from the Court’s procla-
mation in Linder v. United States that “direct control of medical practice
in the States is beyond the power of the Federal Government.” ">

Traditionally, lay control was not allowed to even influence the prac-
tice of a profession founded on such “sturdy, sterling human character,”"**
the goal being to not let interference by unlicensed persons function to
allow for them to directly or indirectly administer medical care to the pub-
lic.” This prohibition manifested itself through both professional licensing
statutes and through statutes and common law prohibitions of the “corpo-
rate practice of medicine.”"*® The laws were designed to protect the public
“by excluding from practice persons with inadequate ability, morality, and
training. "’

Administrative details, however, were always an appropriate area for
institutional control. Only when lay persons “exercise substantial supervi-
sion over the professional activities of the physicians employed is there
ground for arguing that the corporation is enabling unlicensed persons to
practice medicine.”"*® The question was simply whether “in each individu-
al case physicians are actually controlled in their purely professional func-
tions by unlicensed persons.” "’

152.  Seeid. at 1,975.

153.  Linder v. United States, 268 U.S. 5, 18 (1925).

154.  Bartron v. Codington County, 2 N.W.2d 337, 345 (S.D. 1942); see also Note, Right of Cor-
poration to Practice Medicine, 48 Yale L. J. 346, 348 (1938).

155.  See Note, Right of Corporation to Practice Medicine, supra note 153, at 348.

156.  Id. at 347.

157.  Id. at 348.

158. Id.
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HITECH exceeds mere influence and will require physicians to use
EHR in the manner required by the regulations. Many of the measures
required for a physician to demonstrate meaningful use involve the use of
verbs like “use,” “utilize,” and “implement”; these terms are often used
at the point of care.'® In this way, the government is taking an additional
step forward into the delivery of the health care. For example, in order to
demonstrate “meaningful use” of certified EHR technology, physicians
will have to report to CMS that they used CPOE in 80% of their orders.'®!
The Secretary specifically states that the goal of this measure cannot be
attained by meeting the requirement once, but only by utilizing the “capa-
bility as part of the daily work process.”'%

Physicians will also be required to utilize clinical decision support at
the point of care to guide their determination of the appropriate course of
action.'® The Secretary defines clinical decision support “as health infor-
mation 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 . . . to enhance
health and health care.”'® Clinical decision support goes beyond mere
involvement in the physicians’ daily work process; requiring the use of
clinical decision support necessarily involves influencing physicians’ deci-
sion-making processes.

HITECH’s meaningful use requirement uses the payment system to in-
crease the government’s influence on the delivery of health care; this fur-
ther collapses the traditional split between the delivery of and the payment
for health care services. HITECH requires physicians to use technology in
the practice of medicine; moreover, it requires them to use the technology
in a manner that is meaningful to the Secretary. This demonstrates the
continuing shift towards the demise of physician autonomy.

Some will argue that HITECH is a voluntary program; physicians
don’t have to participate, and thereby still have complete autonomy. The
reality, however, is that failure to comply with HITECH will cause pro-
viders to incur penalties from the nation’s largest health care payer.'®
Many physicians facing a possible 5% reduction in their payments will not
feel the program is voluntary due its effects on their bottom line. From a
public policy perspective, this expansion would appear to put to rest the
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corporate practice of medicine doctrine; HITECH represents institutional,
government influence over the practice of medicine.'*

Strong arguments can be built for the case that greater institutional in-
volvement is necessary. Medical care for conditions such as pneumonia
and diabetes have been shown to meet national guidelines slightly more
than half the time.'"” Automated physician order entry with clinical deci-
sion support is expected to improve patient health care quality and im-
prove patient safety.'® CPOE provides information to physicians when
they place an order, such as warnings on potential drug interactions.'® It
has been estimated that CPOE could eliminate 200,000 adverse drug
events per year if all hospitals utilized it."” In outpatient settings, three or
four million adverse drug events could be prevented.'”!

Regardless of the propriety, the continuing shift of the government in-
to the delivery of health care will stand as an additional barrier to physi-
cian adoption of HIT. Some physicians will realize “[t]his is inevitable,
and now is the time,” but others will resist and disapprove of the federal
government using HITECH to increase its control over their practice of
medicine.'”

C. Tort Reform and the Meaningful Defenses?

As explained above, most of HITECH’s costs will likely be borne by
the physician providers.'” But perhaps a positive trade-off exists in tort
law for physicians who embrace HITECH and choose to use certified
EHR in a meaningful manner. In addition to effective EHR technology
possibly reducing the total number of actionable tort claims, requiring
providers to use government-certified technology in conjunction with gov-
ernment-approved processes has several possible tort ramifications. To be
clear, it was not the intention of Congress or of the administration for
HITECH to disrupt state tort law.'™ Nevertheless, HITECH potentially
affects physicians’ behavior and decision-making at an intimate level. It,
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therefore, seems likely that, over the long haul, the legislation will impact
state tort law in a manner that is favorable for physicians by either (1)
providing a federal preemption defense, (2) unifying physicians’ standard
of care, (3) or shifting liability to new parties.

1. Federal Preemption

Federal preemption would provide an attractive defense for physi-
cians, as it would operate to dismiss the claim at the outset of the litiga-
tion. The Constitution’s Supremacy Clause establishes that laws passed by
Congress are the supreme laws of the land and in doing so establishes the
principles that form the basis of any preemption defense.'”” The Court
looks for two general types of preemption: express and implied.'”® Express
preemption is not an avenue provided by HITECH, because Congress did
not request preemption.'”” The absence of an express preemption provision
does not rule out implied preemption through either the Court’s “impossi-
bility” doctrine or through its “obstacles and purposes” doctrine.'”®

a. Impossibility Doctrine

The “impossibility” doctrine applies in cases where compliance with
both federal law and state law is impossible; this type of implied preemp-
tion requires no judicial inquiry into Congressional intent'” because the
Court assumes Congress would not want compliance with a federal law to
result in a violation of a state law.'® This doctrine, however, is treated
very narrowly, and typically requires a finding of physical impossibility.'®’

To illustrate the application of the impossibility doctrine as a defense,
in Mobile OB-GYN, P.C. v. Baggett, a plaintiff sued a physician on the
grounds that the physician’s group did not have the appropriate procedures
and safeguards in place to prevent a medication error.'®? If the physician,
or his practice, had instead been using technology certified by a federal
program and following HITECH’s requirements for medication error
checking, it would arguably have been impossible for the physician to use
any other procedures or safeguards. Admittedly, that argument would face
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difficulty in a court that chose to apply a strict physical impossibility stan-
dard. The arguments would, of course, be that the physicians could always
implement additional procedures and safeguards, or the physician could
simply choose not to participate in HITECH’s “meaningful use” program.
Those arguments, however, would fail to acknowledge the real possibili-
ties of a reality where many physicians cannot implement multiple systems
and safeguards, or simply choose to forego 5% of their reimbursement.
That lack of a strict physical impossibility may change, however, as
implementing regulations with respect to “meaningful use” become increa-
singly stringent over time. As indicated above, the plan moving forward is
for HITECH to reach deeper into the underlying processes of health care
delivery and further into provider’s clinical decision making.'® Deviation
from the use of any required processes will lead to no incentives and the
incurrence of penalties after 2015." At the least, HITECH will create
situations where it is logically impossible and physically impractical for a
physician to comply with both state law and the implementing regulations.

b. Obstacle and Purposes Preemption

The “obstacles and purposes” preemption doctrine offers physicians
another opportunity for a preemption defense because it provides for fed-
eral preemption when a state law “stands as an obstacle to the accom-
plishment and execution of the full purposes and objectives of Con-
gress.”'® To illustrate the doctrine, in Geier the Court held that a Depart-
ment of Transportation (DOT) standard that required auto manufacturers
to equip some, but not all, cars with airbags allowed for federal preemp-
tion of a state tort law products liability claim.'® The claim was preempted
because a “state tort law imposing such a duty—by its terms would have
required manufacturers of all similar cars to install airbags rather than
other passive restraint systems.”'*’

Congress’s objective with HITECH is to create a uniform national
health information network by using incentives to require all physicians to
use a government-certified EHR technology in a meaningful manner.
Congress’s objectives would be thwarted by any substantial state law inter-
ference that resulted in physicians choosing not to take part in HITECH.
To illustrate the significance of this point, meaningful use includes utiliz-
ing an EHR system’s drug-drug, drug-allergy, and drug-formulary
alerts.'®® If physicians are using certified EHR technology and follow the
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advice of the system’s drug-drug check, resulting in an actionable tort
claim under state law, those physicians could have breached their standard
of care by simply following the EHR’s advice. Those physicians may have
even suspected the EHR’s drug-drug check was incorrect, but felt com-
pelled to continue with the EHR’s advice due to the likelihood that if an
adverse event took place, the drug-drug check results would be evidence
used against them. If physicians know they could be held liable with evi-
dence of skipping that alert, or ignoring the evidence provided by an evi-
dence-based order set, they might be hesitant to adopt the EHR. This type
of state law interference would operate as a substantial obstacle to adop-
tion of EHR.

Moreover, similar to HITECH’s implementing regulation, the DOT’s
regulation in Geier was “intended to result in uniformity of standards so
that the public as well as industry will be guided by one set of criteria ra-
ther than by a multiplicity of diverse standards.”'® The Court found
“[t]his policy by itself favors pre-emption of state tort suits.”'® The Court
also stressed the negative impact that tort liability would impose on the
DOT’s desire to encourage “public acceptance of the airbag technology
. . . through gradual implementation of a passive restraint requirement. ”'*!
These purposes are similar to those found in HITECH of a uniform system
with substantial physician acceptance through adoption of the federal regu-
lations.

The Court also stressed the negative impact that tort liability would
impose on the DOT’s desire to encourage “public acceptance of the airbag
technology . . . through gradual implementation of a passive restraint re-
quirement.”"** But the state’s proper domain will be challenged when a
physician is sued for negligently adhering to a government process. Partic-
ipating physicians will be upset if a state jury can overturn a federally
mandated process and hold a physician liable. Nevertheless, at this point,
the scope of “meaningful use” is likely not large enough for preemption to
operate in more than a few isolated areas, but if “meaningful use” trans-
forms health care as desired, it could become much more protective of
physicians.

2. Uniform Standards of Care and Meaningful Use Safe Harbors

Even if courts find that state’s police powers are too broad for applica-
tion of federal preemption to medical malpractice cases, widespread adop-
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tion of certified EHR technology and HITECH’s complementary govern-
ment-approved processes could lead to other changes in tort law that are
favorable for physicians who take part in the “meaningful use” program.

Physicians currently have to navigate through an uncertain maze of
standards and norms.'” The standard applied by courts for medical prac-
tice is based on a professional standard that looks to the “customary prac-
tice” of the profession.'™ This standard is ordinarily determined through
the use of an expert witness that provides testimony that “focuses on the
ways things are customarily done in the [relevant] medical community.”'*
Thus, if a large number of physicians adopt a uniform system of practice,
the customary practice will be based on that system.

If the majority of physicians purchase government certified technology
and the goal of improved provider processes is effectively implemented, a
uniform national standard will exist. Adopting physicians would thereby
also lose the uncertainty of not knowing which standard will apply in the
courtroom. Deviation from the customary practice ordinarily subjects a
physician to tort liability, but a substantial provider adoption of EHR and
following the HITECH regulations could bring the provider within the
protection of a customary practice.

Arguments have already been made that “safe harbors” for adherence
to evidence-based practices would promote the use of comparative re-
search and evidence-based care.” This is because “safe harbors . . .
would give physicians legal incentive to practice evidence-based medicine
[and] liability reform could be an effective way to foster the uptake” of
comparative effectiveness research.”” The ARRA’s goals include promot-
ing comparative effectiveness research and using evidence-based care.'*”®

A bill was introduced in Congress that would create a rebuttable pre-
sumption that the provider’s care was not negligent if the physician fol-
lowed clinically accepted guidelines.”” The bill also provided a presump-
tion against negligence if the provider practiced within the findings of
credible comparative-effectiveness research.”” The bill says that states
who agreed to the rebuttable presumption would receive bonus pay-
ments.”” The ARRA also has over $1 billion allocated for comparative-
effectiveness research, so it is likely that HITECH will provide additional
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support for a bill of this nature.’”” The “meaningful use” regulations could
provide the means to mandate adherence to the research findings because
they do provide standards to an extent. It would make sense for the admin-
istration to adopt a “strategy of dealing with the problem of defensive
medicine through a liability-based (and not only a remedy-centric) ap-
proach.”?”

3. Liability Shifting

Individual physicians will likely not configure things such as an EHR
system’s medication alerts or provide the clinical evidence necessary to
establish an effective EHR clinical decision support system. These types of
system configuration decisions that ultimately affect clinical decision mak-
ing will often result from decisions not made at the individual physician
level, but at the institutional level. For this reason, physicians will be able
to make strong arguments in an increasing number of cases that the burden
of liability has been shifted to the facilities, or to those individuals respon-
sible for the maintenance of the systems and their software. The burden
will shift towards health care organizations and their non-physician staff in
cases where the doctors are essentially just following along with what the
federally required technology is telling them to do.

It is commonly thought that “defensive medicine” practiced by physi-
cians is a driver of health care costs.** Estimating the magnitude of these
costs, however, is extremely difficult.”” Nevertheless, it is certain that at
least some physicians do order services, and are paid by the federal gov-
ernment for ordering services that were simply ordered to avoid purported
tort liability. Therefore, a reduction in tort liability would not only garner
additional support from physicians for HITECH, but also work towards
HITECH’s goal of increased health care quality and efficiency through
reduction in services. According to the New England Journal of Medicine
“Im]ost physicians find the litigation system unfair, financially and psy-
chologically burdensome, and unhelpful in promoting safety and quali-
ty.”?* Physicians “would welcome relief of some sort.”*”
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V. CONCLUSION

Most studies still correctly use “potential” to describe the estimated
savings from health care provider adoption of EHR technology.**® Infor-
mation technology, in general, produced gains of only 1.5% in productivi-
ty per year in the retail/sales industry, but has produced gains of 8% per
year in productivity in the securities and telecommunication industries.*”
It is not yet clear whether either of those productivity gains would be poss-
ible in a HITECH-transformed U.S. health care system.

HITECH’s implementing regulations state that the main goal for the
regulation’s first five years is only for providers to implement the EHR
technology.*'® A review of those regulations, the plain text of the statute,
and the Congressional history make clear, however, that “implement”
does not just mean a provider must simply purchase EHR technology—
HITECH does not “just hand out grants” but requires meaningful use of
EHR technology.?"" In addition, HITECH makes clear it is not designed to
be a static piece of legislation; it is intended to function as a “rising tide”
that will increase in stringency over time.*'> The Secretary in turn devel-
oped rules and laid a foundation for the future of HITECH that ensures the
program is not just a handout of money.

Congress, however, with the aid of multitudes of health care industry
stakeholders, may have begun to realize the difficulties and problems with
its sweeping, crisis-driven delegation of legislative power. Two hundred
and ninety seven U.S. Representatives recently signed a letter urging the
director of CMS to reconsider the regulations because they may be “too
much too soon.”*"* The Representatives requested “a longer transition that
recognizes a practical, incremental approach to EHR adoption that rewards
the efforts already underway in America’s hospitals.”*'* Another letter
with nearly identical text was written and sent to the CMS’s director by
twenty-seven U.S. Senators.””
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This leaves the immediate path of the “meaningful use” regulations at
least slightly uncertain. Long-term, though, achieving the transformational
vision will first and foremost require health care provider adoption of
EHR.*'® Early physician acceptance will be crucial to widespread provider
adoption; therefore, in light of the costs being imposed on physicians’
wallets and psyche, it might be worth emphasizing not only HIT’s power
to revolutionize the delivery of health care, but also HIT’s power to act as
a powerful driver for tort reform.
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