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They Have Financial Relationships; Exceptions for Certain Electronic Prescribing and
Electronic Health Records Arrangements; Proposed Rule.

Dear Dr. McClellan:

The American Hospital Association (AHA), on behalf of its 4,800 member hospitals, health care
systems, other health care organizations, and 33,000 individual members, appreciates the
opportunity to comment on the proposed rule outlining an exception to the Physician Self-
Referral, or “Stark,” regulations. These regulations, together with the anti-kickback regulations,
pose a significant barrier to hospitals and physicians working together to realize the promise of
health information technology (IT) to improve the coordination and quality of patient care.

The proposed rules seek to give hospitals more flexibility with protections from prosecution
under the Stark law when they provide physicians on their medical staffs with certain IT items
and services under three scenarios:
e Provision of resources for e-prescribing;
e Provision of electronic health record (EHR) software and directly-related training in
advance of national standards for interoperability; and
e Provision of EHR software and directly-related training after national standards for
interoperability have been adopted and incorporated into a certification process.

The proposed rules define the protected arrangements, including those between hospitals and
members of their medical staff who routinely furnish services at the hospital. Conditions include
limitations on the covered technology, a requirement that the donated items are not “technically
or functionally equivalent” to items the recipient already has, and documentation requirements.
The exception also states that the donor must not consider the volume or value of referrals or
other business generated between the physician and the donor, and must comply with the anti-
kickback statute.
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The AHA appreciates the initial steps taken by the Centers for Medicare & Medicaid Services
(CMS) in setting out these proposed rules. However, the AHA urges CMS to broaden the scope
of these exceptions. Under the proposed rules, hospitals still will risk penalties and will not feel
confident enough to work with physicians to help them build their IT capacity and expand the
exchange of health information for clinical care.

Our comments first address larger issues, such as the policy goals, the separation of pre- and
post-interoperability phases, the need for a parallel anti-kickback safe harbor, and the Secretary’s
breadth of authority to propose an exception; and then turn to specific aspects of the proposed
regulations.

Policy goals

The President has set forth a bold goal of electronic health records for all Americans by 2014.
However, many physicians are wary of IT investment because of its costs and risks, and because
their staffs lack experience. Some hospitals’ IT systems are more advanced than those of the
physicians practicing in their community. These hospitals also have greater access to capital for
financing the considerable costs — recent estimates put the overall price tag at $156 billion — of
health IT. They also tend to have larger IT staff, and could lend that expertise to help physician
offices adopt EHRs.

While the use of EHRs within hospitals and physician offices promises to improve quality of
patient care, even greater benefits can be obtained by sharing information across health care
providers so that, for example, emergency department staff have access to medical histories, and
primary care physicians can know what medications were given during an inpatient stay. As
noted in the proposed rule, greater sharing of information has many benefits, including improved
continuity of care, decreased need for repeat tests, and safer, higher quality care. It also would
improve hospitals’ ability to report on quality. Hospitals are actively pursuing quality
improvements and need the flexibility to use the tools that will improve quality and safety. This
includes working with physicians to implement and connect IT systems.

Not all hospitals are in a position to help physicians adopt EHR, but those that are must be given
the flexibility to do so. The Stark law imposes severe penalties on hospitals and physicians that
violate it, and the fear of violating it is inhibiting progress in IT adoption. Stark prevents
physicians from referring Medicare and Medicaid patients to organizations in which they have a
financial interest; this includes inpatient and outpatient care. It is a “strict liability” statute and
no element of intent is required for prosecution. Violators also are subject to significant civil
money penalties if they knew or should have known that their referrals were prohibited. Stark
law violations also may be pursued as violations of the federal False Claims Act.

Providing an exception to the Stark rules for e-prescribing and EHRs will accelerate physician
use of health IT. Patients will benefit from wider IT use and better integration of hospital and
physician information systems, resulting in improved coordination of care, reduced medical
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errors, and reduced repeat tests. The President and others in the Administration have noted the
urgency for progress in this area.

While acknowledging the important policy goals articulated by the President and others in the
Admuinistration, the proposed rule still considers IT hardware, software and services donation to
be a potential vehicle for fraud and abuse. However, the kinds of relationships hospitals form
with physicians for IT are different from other relationships that may raise fraud and abuse
concerns, where physicians would receive financial benefit each time they referred a patient to,
for example, a laboratory in which they had a financial stake. Furthermore, the original Stark
legislation also was motivated by a desire to decrease unnecessary and duplicative testing and
services. An integrated EHR that allows hospitals and physicians to share test results and other
clinical information should further that goal. Thus, a Stark exception that would encourage and
facilitate physician adoption and use of EHRs brings about significant benefits for patients while
posing minimal, if any, risk of fraud and abuse. Failure to provide a workable Stark exception
risks losing an important opportunity to increase physician use of EHRs and clinical information
exchange, which would improve quality of care for all patients.

Pre- and post-interoperability periods

The proposed rule outlines two distinct EHR exceptions — one in the pre-interoperability period
and one post-interoperability. The demarcation between these periods would be the adoption of
EHR certification criteria by the Secretary, including interoperability criteria. The exception
would be slightly broader in the post-interoperability period.

The proposed rule discusses the progress the Certification Commission on Health Information
Technology (CCHIT) has made toward developing a model certification process under a grant
from the Office of the National Coordinator for Health Information Technology. Nevertheless, a
certification process does not yet exist, and many questions remain. The level of interoperability
that currently can be certified is limited, given the current lack of agreement on standards. The
operational questions of how products will be certified have not been answered, nor have
questions about how widespread certification will be, what it will cost, and when it will be
achieved. CCHIT has made considerable progress on developing a model process, but adoption
of criteria and a certification mechanism by the Secretary of Health and Human Services (HHS)
may take considerable time.

While hospitals share the goal of achieving interoperability, tying the broader Stark exception to
a certification process that does not yet exist will not provide the clarity or flexibility needed for
hospitals to feel comfortable. This approach also goes against the policy purpose of spurring
adoption today and the need for urgent action. Allowing for more rapid dissemination of EHRs
to physician offices, though, could increase the demand for interoperability. As physicians get
assistance in implementing EHRs and discover their usefulness, they will also push for
interoperability.

Given the uncertainty surrounding certification, the AHA urges CMS to adopt a single exception
without the certification requirement, not two exceptions for the pre- and post-interoperability
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periods. CMS and the HHS Office of Inspector General (OIG) could revisit the exception at a
later date to require compliance with interoperability standards once they have been agreed upon.
This would allow the standards to be developed, tested and implemented, and give CMS and the
OIG the opportunity to review the arrangements that have been made in the interim. It also
would also put vendors on notice that progress toward interoperability is essential. This single
exception would need to broaden the scope of covered technology and address other specific
concerns noted in the comments below.

Breadth of regulatory authority

CMS has used general authority under section 1877(b)(4) of the Social Security Act to propose
the EHR-related Stark exceptions. This section specifically exempts from the Stark law’s
prohibition on certain physician referrals “any other financial relationship that the Secretary
determines, and specifies in regulations, does not pose a risk of program or patient abuse.” This
section, therefore, clearly anticipates the Secretary’s determination that a broad array of financial
relationships do not risk the kind of abuses the Stark law was designed to deter, and gives the
Secretary wide latitude to identify and describe them through regulation. The AHA is concerned
that CMS has not exercised fully this broad congressional mandate and has proposed EHR-
related Stark exceptions that are unnecessarily restrictive, especially in the “pre-interoperable”
phase.

CMS indicates that their proposed exceptions are concerned with the risk of program abuse “that
may be posed” [emphasis added] by the provision of valuable technology to physicians, pointing
out that the provision of EHR technology poses a greater risk of abuse because it is “inherently
more valuable to physicians in terms of actual costs, avoided overhead, and administrative
expenses of an office practice.” CMS, however, does not specifically identify any negative
impacts resulting from the provision of EHR technology. Rather, CMS describes a significant
number of benefits to patient care and quality anticipated from the adoption and use of such
technology, including allowing patient information to move with consumers from one point of
care to another, permitting clinician access to critical health information as treatment decisions
are being made, and reducing medical errors. -As CMS acknowledges, these benefits are
consistent with national priorities for improving the health care system and CMS’ own goals in
exploring pay-for-performance options. The AHA urges CMS to discard the narrow view used
in constructing the proposed EHR-related Stark exceptions and offer a broad exception
consistent with the mandate of section 1877(b)(4). As CMS explains in the preamble to the
proposed exceptions, it can continue to evaluate the risks posed by the donation of electronic
health records technology to physicians and refine or add appropriate safeguards to the exception
as the ongoing evaluation necessitates.

E-prescribing exception

Specifically, the proposed rules provide an exception for stand-alone e-prescribing systems.
While the AHA understands that the Medicare Modernization Act of 2003 (MMA) directed
CMS to develop an exception specifically for e-prescribing, hospitals are not likely to take
advantage of an e-prescribing-only exception to the Stark laws because it is too narrow.
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Hospitals and physicians need to exchange clinical information across the spectrum of care,
including ambulatory, inpatient, post-acute and long-term care. For the greatest impact on
quality and patient safety, e-prescribing should be an integrated piece of the full EHR, so that
patients’ diagnoses, allergies and treatments are accessible and known when prescriptions are
made. In addition to being too narrow, the proposed rules provide an exception for stand-alone
e-prescribing systems that are generally not found in the market.

Pre-interoperability EHR exception

The AHA has concerns with several elements of the proposed regulations contained in the pre-
interoperability section, most of which will apply to all three of the proposed exceptions.

Defining “necessary”

The MMA limited the exception to “necessary” items or services, but we believe CMS has
defined “necessary” too narrowly. Expressing concerns about increased risks of recipients
intentionally divesting themselves of technology items or services they already have, CMS states
explicitly that the exception would not cover the provision of items or services that are
“technically or functionally equivalent” to those the recipient currently poses or has obtained.
CMS, however, indicates that it does not interpret “necessary” to preclude upgrades that
significantly enhance the functionality of the item or service. CMS offers no further guidance on
the meaning of “technically or functionally equivalent” or what is meant by “significantly
enhance the functionality” of the item or service. Rather the recipient would be required to
“certify” that items and services to be donated are not equivalent. Additionally, the donor must
not have actual knowledge of, and act in reckless disregard or deliberate ignorance of, the fact
that the recipient possesses or has obtained such equivalent items or services.

Recipients are unlikely to possess the sophisticated level of understanding of capabilities and
functionalities of available technology items and services that this standard seems to require.

The burden and expense of making such determinations, therefore, is likely to fall primarily on
hospitals and others who are donating the technology. Without clearer guidance on the terms
used in the regulation and precisely how to make equivalency determinations, hospitals will not
have confidence in the proposed exception. For example, if a physician already has a hand-held
device that would be sufficient to run the requisite EHR software, but would require extensive
and costly modifications to enable it to communicate with the hospital’s existing information
system, would a replacement be characterized as “technically or functionally equivalent?” CMS
should offer guidance that enables any physician to make the required equivalency determination
without needing to engage expensive technical and legal consultation services. In addition, CMS
should facilitate sharing technical information about equivalency across donors and recipients so
that they can take advantage of existing information and avoid duplicative efforts.

Covered technology

The proposed rule narrowly defines the covered technology as EHR software that does not
include administrative functions but does include e-prescribing modules that conform to
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Medicare Part D standards just published. Directly-related training is the only permitted support
under the proposed rule.

The AHA is concerned with the narrow definition of covered technology. The products on the
market increasingly integrate administrative functions with the clinical EHR. From the
physicians’ point of view, greater efficiencies and clinical benefits will be gained when these
functions work together seamlessly. Many situations require merging administrative and clinical
data: clinical data must be accessed to support automatic prescription refill authority, clinical
data must be aggregated for quality reporting, bills are derived from the clinical record, etc.

Furthermore, while software and directly-related training clearly are important to physician
adoption of EHR, they are not sufficient. Physicians may not have the technical knowledge or
resources to procure, implement and manage all of the necessary items. In addition, as hospitals
expand their IT systems, they must incorporate communication and data transfer capability to
physician offices into their IT infrastructures. In a wired health care system, physician access to
hospital IT systems and communication between hospitals and physicians will be as necessary to
providing high quality care as use of an operating room and recovery suite. Hospitals will need
to maintain this IT infrastructure and protect its security and integrity. For these reasons,
hospitals may want to provide other kinds of support to physicians to ensure that
implementations are successful and information can be exchanged safely, such as:

e T1 lines or other enhanced broadband connectivity, including those needed to support
transfer of medical images and EKGs, particularly in rural areas. This may include
related software and hardware, such as routers to speed download times.

e Secure connections and messaging. Without ensuring that physician office systems have
adequate security protocols and secure messaging, hospitals could put their own IT
systems at risk when they connect.

e Ongoing maintenance and support. If physician office systems are not upgraded and
maintained in the same manner as hospital systems, the ability to share clinical data to
improve care will not be sustained.

e Interfaces. If a physician office already has an EHR that is not easily interoperable with
the hospital system, the hospital may wish to provide the programming and software
needed to interface the two systems. This kind of support clearly promotes
interoperability, but is not allowed under the proposed exception.

Given the nature of technology, many of these items are multifunctional. For example,
physicians could use the connectivity that allows them to exchange data with the hospital to also
access general internet sites. However, it is not practical, and does not promote interoperability,
if physician offices must use a connection only to exchange data with a given hospital. We urge
CMS to define multifunctional connectivity, including related software and hardware, as covered
technology. Incremental approaches may be possible, where the technology necessary for
connectivity is covered, while any costs associated with additional uses are borne by the
physician.
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While existing fair market value exceptions, which allow hospitals to sell IT items and services
to physicians at the prevailing market rate, could be used for these kinds of arrangements, it is
difficult, burdensome and costly for hospitals to make these calculations, particularly when the
costs incurred by the hospital often are lower than the market costs due to economies of scale.
Lack of technical knowledge and resources may limit physicians’ willingness to pursue fair
market value arrangements. Difficulties in determining fair market value have prevented
hospitals from establishing arrangements with physicians in the absence of a specific IT
exception. Given the severity of the penalties, clear guidance is needed.

Standards

The AHA urges that CMS not require that permitted support conform to the BioSense (Public
Health Information Preparedness) standards. BioSense is a national program to advance a new
type of biosurveillance at the national, state and local levels, and includes certain public health
information reporting standards. These standards have not been widely discussed or adopted
industry-wide. More research is needed on their appropriateness for the private sector and
readiness for implementation. In addition, requiring compliance with these standards while the
broader standardization and certification efforts are underway could prove counterproductive.

Permissible donors and selection of recipients

Permissible donors are those in the protected arrangement between a hospital and physicians
who are members of the medical staff that routinely furnish services at the hospital. However,
the growth of hospitalists and intensivists means that many physicians are admitting patients to
the hospital, but not furnishing services in the hospital. In these cases, the need for clinical
information exchange is even greater, since the hospital-based physician in charge of the patient
will not have the same knowledge as the admitting physician. Similarly, many physicians refer
patients to hospitals for outpatient care, and would benefit from having electronic access to test
results that they can incorporate into their own EHRs. Therefore, the AHA urges CMS to change
the criteria to physicians on the medical staff whose patients frequently receive inpatient and
outpatient care at the hospital. '

While allowing hospitals to donate covered technology to members of the medical staff, the
proposed rule states that IT cannot be used to entice physicians away from other hospitals.

While the AHA understands the pro-competitive intent of this restriction, it puts hospitals in a
difficult spot. Will offering covered technology to all members of the medical staff — including
new members — be construed as an attempt to entice physicians away from other hospitals? If so,
how can they ensure all physicians are connected? The AHA urges CMS to drop this provision
to allow hospitals to work with new members of their medical staff, without being seen as trying
to entice physicians from other hospitals.

The proposed rule states that physician selection criteria may be allowed in the post-
interoperability period. We infer from the lack of reference to selection criteria in the pre-
interoperability period that this would not be allowed. However, as a practical matter, if they are
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to help physicians adopt EHRs, hospitals will need to choose which physicians they work with at
the beginning of the exception, and how they roll out their donations.

The AHA urges CMS to allow selection criteria and protect specific criteria that make
operational sense, even if they could be construed as related to volume and value of referrals, as
long as those criteria are linked to achieving greater improvements in quality of patient care or
greater likelihood of success in increasing physician adoption of IT. The kinds of criteria that
hospitals might want to use, and which would need protection, include:

¢ Participation in hospital quality improvement activities;

e Participation in medical staff meetings and activities;

Specialty (the need to exchange data is often greatest for internal medicine or general
practice);

Department (IT systems are often rolled out by department);

Readiness to use health IT;

Consistent use of hospital-based IT systems, such as order-entry functions;

Acting as a physician champion of hospital-based IT systems;

Willingness to serve as a trainer for other physicians;

Size of medical practice (it can be more efficient and effective to work with larger
practices, which are often more ready to adopt IT); or

e Willingness to contribute some resources to the IT project

The AHA is concerned about how CMS and the OIG will determine whether or not IT donations
are related to volume or value of referrals, as enforcement is not discussed in the proposed rule.
We anticipate that the act of increasing information exchange between hospitals and physicians
will lead to greater quality of care in the hospital. Consequently, physicians may increase their
use of hospitals that provide this better quality of care — a good outcome for the patient and
payers. However, an ex-post-examination of admitting patterns could conclude that the donation
was related to volume or value of referrals.

Cap on value

CMS suggests that it would be “appropriate to limit the aggregate value” of the technology a
donor could provide to a recipient under the exception, believing that such a limit would
minimize the potential for fraud and abuse. The AHA believes that current imposition of any
cap on the value of donated technology is, at best, premature and may unnecessarily and
inappropriately inhibit wide-spread adoption. Hospitals’ available financial resources
necessarily will limit their ability to donate technology and related services to physicians and we
are unlikely to see an explosion of hospital purchases of expensive and unnecessary technology
as a result of the creation of an EHR-related Stark exception. Hospitals’ choices to extend
technology to their physicians are likely to be dictated by careful consideration of specific needs
in light of clearly defined goals and objectives for the sharing of clinical information and
improvements in quality of care. In an initial period where the goal is to encourage greater
technology adoption, the appropriate level for a cap on the value of any donations to specific
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physicians can be determined accurately only by considering needs and understanding associated
benefits and costs of the use of specific technology.

As the adoption of technology becomes more widespread, CMS can monitor these developments
and reconsider the appropriateness of imposing a cap on value, based on a better and more
sophisticated understanding of technology costs and the impact on improved information
exchange and enhanced quality of patient care. The imposition of a cap must give careful
consideration to the complexity of how value is determined, if the requirement is to avoid
unnecessarily burdening donors with the need to obtain costly valuation consultation services
and analyses. If CMS’ review suggests the need to impose a cap at some later time, the AHA
urges the agency to base the cap on hospitals’ actual costs rather than fair market value to the
recipient. Hospitals likely will receive significant discounts due to volume purchases and other
economies of scale and have a better understanding of their own costs. They would require
costly and time-consuming outside valuation services and analyses to determine fair market to
the recipients.

Other conditions

The AHA applauds CMS for including the condition that physicians cannot make receipt of
technology a condition of doing business with a hospital. Not all hospitals are in a position to
assist physicians in adopting EHRs, and they should not be coerced into doing so.

The proposed rule also requires that covered arrangements not violate the anti-kickback law.
Given this condition, the impact of any exception to the Stark regulations on physician use of IT
will be minimal if there is not a parallel safe harbor to the anti-kickback regulations. While the
anti-kickback statute requires intent of wrong-doing, and is therefore more difficult to violate,
the severity of the criminal penalties limit hospitals’ willingness to act without specific guidance.
The AHA is also submitting comments to the OIG on their proposed rule.

Post-interoperability exception

As noted already, the AHA urges CMS to provide for a single exception, rather than introducing
both pre- and post-interoperability exceptions. However, if CMS chooses to follow this path, it
must finalize the post-interoperability rules at the same time as the pre-interoperability rules.
Without clear guidance on what to expect in the post-interoperability period, hospitals will not be
able to make informed plans. In the proposed rules, CMS states its intention to wait until the
Secretary has adopted certification criteria to finalize the post-interoperability regulations. This
action will delay urgently needed support for physician adoption of EHRs.

In addition, certification requirements in the post-interoperability period must accept CCHIT
criteria as sufficient for the purpose of the exception even if CCHIT has limited criteria for
interoperability. While the proposed rule mentions CCHIT, it does not clearly state that only one
certification process will be used. It would be confusing and burdensome if the Secretary
established a separate certification mechanism for the purposes of the Stark exception.
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The AHA strongly urges CMS to rethink the approach adopted in this proposed rule. A single
exception that addresses our concerns will go far toward achieving the policy goal of increasing
physician use of IT and expanding information exchange. Without these changes, hospitals will
not have the flexibility they need to work constructively with physicians to realize the promise of
IT for improving quality of care.

The AHA stands ready to provide any assistance to remedy the concerns outlined. Questions
about our comments can be directed to me, Chantal Worzala, senior associate director of policy,
at (202) 626-2319 or cworzala@aha.org, or Lawrence Hughes, regulatory counsel and director,
member relations, at (202) 626-2346 or lhughes@aha.org.

@Q@m

Pollack
Exedutive Vice President
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Mark McClellan, M.D.

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1303-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Daniel R. Levinson

Inspector General

Department of Health and Human Services
Attention: OIG-405-P

Room 5246, Cohen Building

330 Independence Avenue, S.W.
Washington, DC 20201

Re:  Comments to Proposed Stark Law Exception and Anti-Kickback Statute
Safe Harbors For Certain Electronic Prescribing and Health Records
Arrangements

Dear Dr. McClellan and Mr. Levinson;

This letter is submitted on behalf of Partners HealthCare System, Inc.
(“Partners”) to comment on the Notice of Proposed Rulemaking for Stark Law
“Physicians’ Referrals to Health Care Entities With Which They Have Financial
Relationships; Exceptions For Certain Electronic Prescribing and Electronic Health
Records Arrangements” (the “NPRM”), 70 Fed. Reg. 59181 (October 11, 2005), and
the parallel proposed rule to create additional safe harbors under the Anti-Kickback
Statute, 70 Fed. Reg. 59015 (October 11, 2005). Although the specific focus of our
comments will be the Stark Law NPRM in section B below, we provide brief
comments in section C on the Anti-Kickback Statute safe harbor. Because the reasons
for the standards and criteria for a Stark Law exception for provider-supported
electronic health records (“EHR”) are similar for an Anti-Kickback Statute safe harbor,
we submit our comments about the NPRM to the Office of Inspector General as well
for its consideration under its rulemaking.

Partners HealthCare System, Inc., Prudential Tower, Suite 1150, 800 Boylston Street, Boston, MA 02199-8001
Tel: 617 278-1000, Fax: 617 278-1049

—_
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At the outset, we want to express our appreciation to CMS for its commitment
to furthering the national policy of encouraging the development of EHR technology,
and for the obvious time .and energy CMS staff spent in developing the proposed rule.
We also want to recognize the efforts CMS and staff made in conducting this effort
through the open process it employed in this rulemaking. Partners remains committed
to working with CMS and OIG to develop workable final rules that encourage EHR
support within the statutory fraud and abuse framework within which we must operate.

A. BACKGROUND OF PARTNERS AND ITS SIGNATURE INITIATIVE
TO EXPAND USE OF ELECTRONIC HEALTH RECORDS ACROSS
ITS PHYSICIAN NETWORK

Partners is one of the largest charitable diversified health care services
organizations in the United States. It was founded in 1994 by Brigham and Women's
Hospital and Massachusetts General Hospital in order to create an integrated delivery
system (“IDS”). In addition to the founding academic medical center (“AMC”)
hospitals, the Partners IDS now includes three community acute care hospitals that are
owned by Partners, three community acute care hospitals that participate in Partners’
managed care contracting, one hospital providing inpatient and outpatient mental
health services, three hospitals providing inpatient and outpatient services in
rehabilitation medicine, and a physician network of approximately 5,900 primary care
physicians (PCPs) and specialists. Partners’ physician network is operated through
Partners Community HealthCare, Inc. (PCHI), which is a management services
organization formed to support the implementation of an integrated managed care
strategy.

To help focus the organization on strategic goals, Partners has developed five
Signature Initiatives that are intended to move Partners much closer to a truly
integrated health care delivery system that improves the quality, safety and efficiency
of care for its patients. The Signature Initiatives are: 1) maximizing the use of new
clinical information technology; 2) increasing patient safety and reducing medical
errors; 3) making high quality patient care uniform across the Partners system; 4)
coordinating care for patients with high cost diseases; and 5) improving the efficient
use of prescription drugs and radiology procedures. The back-bone of these Signature
Initiatives is EHR because it is physicians’ use of EHR technology that will drive the
success of the other Signature Initiatives. To date, programs instituted under the
Signature Initiatives have improved the quality of care for the sickest patients by
meeting or exceeding national standards for the treatment of heart disease and diabetes;
have reduced hospital re-admissions for patients with congestive heart failure by 20
percent in a large pilot and have improved coordination of care for these high-cost
patients; and have reduced the rate of increase in outpatient drug costs.

As a further means for implementing the Signature Initiatives and achieving its
goals of improving the efficiency and quality of patient care, Partners has adopted a
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“pay for performance” managed care contracting model in which significant portions
of the network providers’ compensation are contingent upon their achieving
improvements in defined efficiency and quality of care targets rather than being
measured against fully inclusive medical budgets. The contracts Partners has in effect
with the major HMOs in Massachusetts all contain some form of such pay-for-
performance incentives, covering approximately 529,000 lives as of March 31, 2005.
Under these contracts, specific quality and cost-effectiveness performance measures
are established separately for the Partners IDS hospitals and physicians. One of the
performance measures is the adoption of a common EHR system throughout by the
Partners IDS network physicians.

Currently, while 83 percent of Partners’ AMC physicians are using electronic
medical records, the level of participation by its community-based network physiciaiis
lags behind. To accomplish the goals of the Signature Initiatives and to reach its pay-
for-performance contract targets, Partners has determined that it is necessary to provide
financial support to its community network physicians to assist them in deploying EHR
technology.

Of note, Partners estimates that of its community network physicians targeted
for EHR support, approximately 63 percent have primary affiliation relationships with
hospitals that are not owned by Partners (71 percent for primary care physicians).
Partners is committed to the goal of delivering high quality medical care in community
settings, and therefore its care delivery model is based on maintaining the relationships
that its community-based network physicians have with their community hospitals.
Consequently, Partners does not intend -- nor anticipate -- that its community network
physicians will shift referral patterns as a result of Partners’ support for EHR adoption.

Partners has developed its own proprietary ambulatory-care electronic medical
record system known as the Longitudinal Medical Record or “LMR” which is used by
Partners physicians and other clinical staff in the outpatient setting.. The LMR has a
broad set of features to support the documentation and delivery of care including:

e The ability to capture and store health information including medications,
problems, allergies, health maintenance events, lab results, and visit/encounter
notes;

e E-prescribing with embedded drug-to-drug and drug-allergy checking;

e Tools to facilitate the management and communication of lab results;

Reminders, alerts, templates and other forms of clinical decision support to

improve the quality, safety and efficacy of care;

Clinical messaging to support communication within the care team,;

Interfaces to patient administrative systems;

Reports and other population-based views of patient information; and

A patient portal to facilitate patient communication and information exchange.
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c. Recommendations

As discussed above, we urge CMS to permit the same covered technology
during the pre- and post-certification period.

CMS should clarify the components of acceptable EHR software. Specifically,
CMS should permit the following:

e Software interfaces.

e Upgrades to the initial software. This clarification will help alleviate some of
the wait-and-see concerns discussed above. We can foresee that an initial
vendor’s product may not meet the certification standards that are adopted and
revisions will need to be made. Obviously, it makes sense that financial
support for such upgrades be permitted.

e Ongoing technical maintenance and support for software. Almost universally,
vendors provide software maintenance and support either as a bundled
component of initial software license/purchase price or as a fee-based add-on.
We urge CMS to make clear that such support is equally protected as the
software itself.

In addition, to the extent that CMS determines that additional items and
services need to meet a fair market value standard, we urge CMS not to require
providers to develop complicated methodologies to determine fair market value, nor
should they be required to engage outside valuation experts. Rather, CMS should
make clear that it will instruct Medicare fiscal intermediaries to accept any reasonable,
objective methodology, including approximations, that is maintained in a written
record.

3. COMPLIANCE STANDARDS

All of our comments on compliance standards have been made above in section
B.1.b.

4. PERMISSIBLE DONORS

a. Relevant NPRM Provision

The NPRM tracks the MMA e-prescribing authority for the list of permissible
donors. Hospitals are included on the list. However, the NPRM does not expressly
protect and therefore appears to exclude other organizations that are affiliated with
hospitals, such as IDSs and their component organizations including network providers
(such as affiliated physician groups), physician hospital organizations, management
service organizations and IDS parent companies, such as Partners.
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b. Comments
We urge CMS to make clear that permissible donors include the various
components of hospital-based IDS systems. We see no rational basis for excluding
IDSs, and assume the NPRM did not include such hospital networks only because they
were not listed in the MMA e-prescribing authority’s list of permissible donors.

c. Recommendations

Permissible donors should include any component of an Integrated Delivery
System. For the purposes of this exception, we recommend the following definitions:

“Integrated Delivery System” or “IDS” means a system of provider
organizations that includes, at a minimum, a parent entity that owns or controls
one or more hospitals, and one or more of the following components:

1. Network Providers,

it An entity that operates, supports or manages the Network
Providers,

1il. A physician-hospital organization or physician

organization.”

“control” means, with respect to two non-profit entities, “A” and “B”":

1. A’s status as sole member of B,
ii. A’s power to appoint or control a majority of B’s Board
of Directors;

iii. Reserve powers in B, held by A, that trigger either (i) or
(ii) above based on specified events.
iv. Other similar powers recognized by state law.

“Network Providers” means any combination of two or more providers or
suppliers, such as Physicians, Group Practices or Hospitals, that either (i) are
owned, controlled or managed by a component of an IDS; or (ii) participate
with one or more components of an IDS in managed care contracting, such as
pay-for-performance contracting.

¥ In identifying these entities as components of an IDS, we do not wish to imply that we object to

such entities operating as stand-alone organizations qualifying as permissible donors.
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S. SELECTION OF RECIPIENTS

a. Relevant NPRM Provision

Although there are other permissible recipients in the NPRM, the category of
concern is the limitation to physicians who are on the medical staff of the donor
hospital. (Subsections (w)(1)(i) and (x)(1)(i)) This category is derived from the MMA
e-prescribing authority.

In addition, as discussed in section B.1.a above, the NPRM makes a distinction
in the two exceptions between not taking into account referrals and not directly taking
into account referrals or business generated, the latter standard being easier to meet.
Moreover, the post-certification exception (subsection (x)(4)) articulates six
approaches hospitals and other providers could adopt to select physicians eligible to
receive EHR that would be deemed not to directly take into account referrals or
business generated. Two of these approaches state that the determination may be based
“on the total number of prescriptions written by the recipient;” or “the size of the
recipient’s medical practice (for example, total patients, total patient encounters, or
relative value units).” Subsection (x)(4)(i) and (ii). The pre-certification exception
contains no similar language, nor is there language that would specifically prohibit the
six deemed approaches.

b. Comments

i. Inclusion of Network Physicians

Physicians participate in the Partners IDS network to achieve shared quality and
efficiency improvement goals which are promoted through clinical integration. The
adoption of interoperable EHR systems throughout the Partners network will be a
significant factor in the network’s ability to achieve these goals. Accordingly, as
discussed in section A above, Partners’ managed care contracts with the significant
Massachusetts HMOs include network-wide physician adoption of EHR technology as
one of the pay-for-performance measures. Moreover, the adoption of network-wide
interoperable EHR systems will reduce the network’s dependence on payer-generated
utilization and quality data and will enable the Partners network providers to expand
their quality and efficiency improvement programs to broader patient populations,
including Medicare and Medicaid patients. Of the non-AMC Partners network
physicians whom Partners has targeted for EHR support, approximately 63 percent
have primary affiliation relationships with community hospitals not owned by Partners.
Under the NPRM, these physicians would not be eligible for EHR support from
Partners or any of its hospitals, and thus the additional funding from payors through
pay-for-performance incentive payments and the opportunity to expand the reach of the
network’s quality and efficiency improvement programs may be lost as a result.
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We see no basis for restricting permitted recipients to physicians on the medical
staff of the donor hospital. We believe that the other proposed fraud and abuse
restrictions in the NPRM make it sufficiently clear that EHR support cannot have a
referral based-premise. Specifically, we understand the concern that remuneration not
be used to induce physicians who already practice at other hospitals to join the medical
staff of a different hospital. However, we think such a practice is clearly prohibited
under proposed subsections (w)(3) and (x)(3), which require that the donated support
not be used as a condition for doing business with the hospital.

Moreover, the expansion of permissible recipients to include physicians who
are not on the medical staff of the donor hospital will promote CMS’s goals of
interoperability. The reason is that these physicians, by definition, have their primary
hospital affiliation with another hospital, and consequently they will want the donor’s
EHR system to be interoperable with the system that is developed at their primary
hospital.

ii. Eligibility Standards®

The NPRM is unclear whether any selection criteria are permitted in the pre-
certification exception. Ifit was CMS’s intent during the pre-certification period to
preclude the selection criteria specifically allowed in the post-certification rule, we
submit there is no rational basis for this restriction.

Part of the problem stems from the distinction in the pre-certification exception
that physician eligibility not take into account referrals or business generated and the
post-certification statement that such eligibility not directly take into account referrals
or business generated. We submit that this is a distinction without a difference in the
real world, and is not a sufficient basis for precluding the selection criteria during the
pre-certification period.

c. Recommendations

1. Inclusion of Network Physicians

CMS should expand the group of eligible recipients to include Physicians and
Group Practices that are Network Providers as we have defined that term in section
B.4.c above.

# Our comments on the eligibility standards also pertain to the criteria for the amount and nature of

support.
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We also urge CMS to expand permissible recipients to include NPs, PAs and
other independent, licensed practitioners to the extent that any of these practitioners are
deﬁrslled under Medicare law to constitute a “physician” and therefore subject to the Stark
law.

ii.  Eligibility Standards

Regarding the eligibility standards contained in subsections (w)(4) and (x)(4),
we urge that the distinctions be eliminated, specifically, that the six deeming rules
should apply to EHR support given prior to the adoption of interoperability standards.
At a minimum, we urge CMS to make clear that an acceptable eligibility standard is
the size of a physician’s practice.

6. VALUE OF PROTECTED TECHNOLOGY

a. Relevant NPRM Provision

CMS at various times in the preamble expresses a concern about the relatively
high value of the protected technology and specifically solicited comments on whether
it should impose a cap on the value of the protected technology, and whether hardware,
connectivity and related items and services should be protected. 70 Fed. Reg. at
59187-188.

b. Comments

We believe that a cap on the amount of permitted support will potentially raise
significant problems and will not provide any meaningful protection against patient or
program abuse. We note that CMS seems to assume that EHR adoption will entail a
large up-front expense, which is not necessarily the case (and is not the case under the
current Partners pricing model for its LMR system, which contemplates an annual
bundled license and maintenance fee). There are significant practical difficulties in
determining the value of the donated technology to the recipients, most importantly the
value (on a per-physician basis) is largely determined based on the size of the practice,
and therefore the cap could be triggered for small practices, but not larger ones.

c. Recommendations

We recommend that no cap be imposed on the amount of permitted support.
However, to the extent CMS believes it necessary to provide a cap, we urge such a cap
be sufficiently flexible to accommodate both up-front purchase and annual subscription
or licensing fee pricing models, and should permit the provision of financial support
over a number of years, subject to a lifetime maximum. Providers should be allowed to

S We understand that the OIG’s authority is not limited to physicians as defined by Medicare.
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use alternative methodologies in which to calculate the cap. One approach we
recommend is to permit the support to cover up to three-quarters of the total the cost of
the EHR package. Further, we urge that the calculation of the cap be based on the cost
of the EHR system to the donor rather than on the value to the respective recipient
practices. Regarding our recommendations for the calculation of the fair market value
of the permitted support, please refer to our recommendations in section B.2.c in which
we recommend that CMS not require providers to develop complicated methodologies,
nor require the use of outside valuation experts. Additionally, we recommended that
CMS should instruct its Medicare fiscal intermediaries to accept any reasonable,
objective methodology, including approximations, that is maintained in a written
record.

7. OTHER

We urge CMS to use its existing case-by-case advisory opinion authority to set
forth areas where it will consider additional standards and criteria.¥ CMS used this
approach in considering community need in the physician recruitment exception. This
approach, if applied selectively, would give CMS the discretion to analyze
individualized circumstances that may not otherwise be permitted in a broader rule.
We gave one example above of permitting an extended grandfathering period for non-
certified EHR systems.

C. COMMENTS ON ANTI-KICKBACK SAFE HARBOR PROPOSED
RULE

We urge the OIG to provide a safe harbor whose only requirement is
compliance with the parallel Stark Law exception.” We submit that any regulation
CMS adopts under its authority of section 1877(b)(4) should provide sufficient
protection under the Anti-Kickback statute. In addition, because the OIG did not
propose specific regulatory text language, we urge the OIG to promulgate a rule with
an additional comment period.

* * * * *

Partners is a member of the American Hospital Association, the Association of
American Medical Colleges, and the National Alliance for Health Information
Technology, and we concur with their comment letters to the extent not inconsistent
with this letter.

% See Crane letter dated August 30, 2005, regarding CMS’s case-by-case advisory opinion authority.

" We think there is a larger issue CMS and the OIG need to tackle regarding the interplay between

Stark exceptions and OIG safe harbors. In particular we believe that CMS has the staff capability to
craft exceptions that meet the statutory requirements under (b)(4) without needing to impose the
requirement of Anti-Kickback statute compliance. We think this requirement imposes ambiguity and
reverses the more logical equation that Stark Law compliance should be sufficient for Anti-Kickback
statute safe harbor protection.
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In closing, we appreciate this opportunity to comment on this important policy
initiative. Please do not hesitate to contact either of us if we can be of further
assistance.

Respectfully submitted,

/jﬁﬂ%‘éz KK% W‘W‘ﬁg 4{0@ W’IL

" Brent L. Henry Q Thomas S. Crane
Vice President and Generfal Counsel Mintz, Levin, Cohn, Ferris, Glovsky and
Popeo, P.C.

| Counsel to Partners HealthCare System, Inc.

LIT 1549835v.11
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Attention: CMS-1303-P
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7500 Security Boulevard

Baltimore, MD 21244-1850

Re:  CMS-1303-P: Comments to Proposed Rule Creating New Stark Law Exceptions

Bluegate Corporation (“Bluegate”) provides HIPAA-compliant, interoperable, medical
grade telecommunications networks, healthcare information technology services, and managed
security solutions to hospitals, physicians, and Regional Healthcare Information Organizations.
Bluegate makes possible secure, interoperable, and HIPAA-compliant electronic data creation,
retention, and communication by and among hospitals, medical facilities and physicians. A
seamless, interoperable, and HIPAA compliant electronic data communication network will
enhance patient care and reduce the cost of healthcare while safeguarding the privacy rights of
patients. Improving patient care, increasing efficiency, reducing cost, and protecting individual
privacy should be the hallmarks of any government endorsed healthcare information network.

In furtherance of these goals, Bluegate submits the following comments to File Code
CMS-1303-P, Medicare Program: Physicians’ Referrals to Health Care With Which They Have
Financial Relationships; Exceptions for Certain Electronic Prescribing and Electronic Health
Records Arrangements (the “Proposed Rule”). Section I below provides background
information supporting Bluegate's contention that the Proposed Rule should be revised to ensure
that certain specific items and services are included as Covered Technology under the Proposed
Rule. Section II below includes specific comments to specific subsections of the Proposed Rule.

L INTRODUCTION

The "Last Mile" is the figurative distance from a telecommunication provider's switch to
a residential customer. Bridging the Last Mile involves assessing existing information
technology infrastructure, and providing the needed physical infrastructure, connectivity,
hardware, software, and support services to bring high-bandwidth applications to the customer.
For a residential customer, high bandwidth applications include on-demand television, fast
internet access, and web pages full of multimedia effects. The overall expense of bridging the
Last Mile for a single telecommunications customer often makes it cost-prohibitive. The
telecommunications industry continues to struggle with how to economically bridge the Last
Mile and deliver high bandwidth to individual homes across the country.

701 North Post Oak Road, Suite 630 ¢ Houston, Texas 77024
713 686-1100 » 713 682-7402 fax




What is envisioned in healthcare is a National Healthcare Information Network
(“NHIN”), a complex network infrastructure operating over a secure broadband network that
will connect physicians with healthcare providers, enterprise information systems and other
healthcare stakeholders. The goal of the NHIN is to deliver to the healthcare industry high-
bandwidth applications that include electronic drug prescribing, as well as the efficient and
HIPAA compliant storage, transmittal, receipt, viewing and manipulation of electronic health
records and images. The Last Mile of the NHIN is the figurative distance from a
telecommunication provider’s switch to an individual physician’s office (the “Last Healthcare
Mile”). The same issues that create challenges in economically bridging the Last Mile for
residential users also apply to the NHIN, but healthcare industry applications also place several
additional demands on a network infrastructure that are even more costly and challenging to
healthcare providers and customers.

First, many healthcare applications such as imaging and telemedicine require immense
amounts of bandwidth. Second, this data is optimally routed over a high speed network that
federal law requires be HIPAA compliant. Third, because medical records created and stored at
one physician office must be seamlessly transmitted and received by other healthcare providers
and facilities, this network must be interoperable. Thus, bridging the Last Healthcare Mile
requires comprehensive systems management which will not only provide appropriate
bandwidth, but will also ensure a high speed, HIPAA compliant network connection that is
interoperable.

To achieve this, the NHIN must be fully supported both technologically and practically.
This means (i) assessing a physician’s current technology to determine what is needed to
supplement existing IT equipment and resources to fully support an interoperable network, (ii)
providing appropriate internet connectivity to obtain needed bandwidth, (iii) providing
appropriate hardware and software to carry and utilize that bandwidth to and within a physician
office, (iv) providing appropriate security to ensure HIPAA compliant privacy protection, and (v)
providing appropriate monitoring, training, and ongoing technical support to ensure continued
security and network viability. Critical healthcare data will be transported over the NHIN, thus
mandating a high degree of uptime and availability.

Unfortunately, the typical end user of the NHIN (i.e. the physician) lacks the relevant
technical expertise to be responsible for supporting his or her end point connection. The
personnel responsible for establishing and maintaining this sophisticated network on behalf of a
single physician office or group practice typically has little or no professional information
technology support for their own information technology infrastructure. Further, they are not
capable of configuring, implementing and maintaining an interoperable information network
intended to seamlessly communicate and share information with other similarly situated,
resource constrained, providers in a HIPAA compliant fashion. The NHIN is literally the conduit
for access to and the exchange of all electronic health information. Without a secure, HIPAA
compliant NHIN, electronic drug prescribing and electronic health record systems on any
meaningful scale is simply impossible.
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Bluegate believes that the benefits of the NHIN will never be realized unless an
appropriate infrastructure exists to deliver these applications to health care professionals.
Intersecting the practical technological challenge described above is the question of who will pay
for building the NHIN. At present, the success of the entire NHIN depends on physicians
themselves to optimally, securely, and interoperably connect to and from the NHIN, with no
standard requirements. Physicians lack the technical expertise, financial resources, and
individual incentive to accomplish this feat. History has confirmed that if the information system
in healthcare is unreliable or difficult to use, it will be rejected by physicians and will fail instead
of being embraced and flourishing.

Physicians as a group are generally viewed as the greatest source of valid clinical health
data, as well as the group that must commit to the NHIN for it to be successful. Today, this
group bears the full financial burden of employing information technology in their practices,
without the ability to receive any legitimate help on connecting to the NHIN from the enterprises
that would most benefit from their group’s participation. With only a few narrow and ambiguous
exceptions, current regulations permit only physicians to pay for their own network connectivity,
security and network support. Third parties have expressed an interest in assisting physician
offices in making the necessary investment in building and supporting a comprehensive, robust,
interoperable, HIPAA compliant NHIN. There are understandably regulatory limitations on who
can make such an investment on behalf of a physician. Nevertheless, these regulations pose a
major obstacle to the development of a sophisticated and complex NHIN, because the weakest
point of the network, the Last Healthcare Mile, is the one that is most critical to its success.

Maintaining existing policy leaves in place a technologically flawed and financially
limited plan to develop an interoperable, efficient, reliable, and secure NHIN. As a result, the
healthcare industry will continue to resist information technology, or will administer it poorly,
resulting in certain failure for the NHIN in the time frame envisioned by the current
administration. The NHIN is the backbone of all electronic healthcare communications.
Bluegate believes that government policy and regulation should alleviate physicians of some of
the financial burden associated with developing a comprehensive NHIN and permit that burden
to be borne by the entire healthcare infrastructure that ultimately benefits from the physicians
being connected in an efficient and properly regulated NHIN. A critical element of this policy is
the ability of permitted donors to make investment in all items and services necessary to develop
and maintain a robust, secure, and reliable NHIN.

Specifically, the Proposed Rule should permit the provision by qualified donors of non-
monetary remuneration that includes (i) broadband internet connectivity, (ii) network
infrastructure, including hardware and software, (iii) network security, including firewalls, anti-
virus software, hardware protection, (iv) HIPAA compliant security and monitoring, and (v)
training and systems monitoring. The proposed exceptions do not provide potential donors with
sufficient comfort that these items and services may be provided to qualified recipients.
Bluegate believes these items are either currently intended to be permitted items or services, or
are logical and necessary additions to the list of permitted items and services.

Given that electronic prescribing and electronic health record systems require a NHIN in
order to ensure that data transmittal, receipt, and access are facilitated in a secure, interoperable,
and compliant manner, Bluegate would further submit that the provision of other non-monetary
items (such as hardware, software, etc.) to a physician that is not connected to a secure,
interoperable and compliant network does not in and of itself enable the recipient to utilize an
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electronic prescribing or electronic health records network. For that reason, Bluegate believes
the provision of any items and services to a physician should be predicated on that physician
having access to a secure, interoperable, compliant network that can utilize the provided items
and services to engage in compliant electronic communications and commerce.

The expense of these products and services is relatively low, but they would serve a vital
and practical function. Clarity that the donation of these items is permitted will encourage
investment from qualified donors, who will directly benefit from being able to better
communicate with physicians over an interoperable information platform. This investment will
accelerate the implementation of a comprehensive, interoperable, secure NHIN.

Commercial markets like certainty. If the final rule explicitly includes these items and
services as permitted non-monetary compensation, Bluegate is confident that qualified donors
and physicians will work together to bridge the Last Healthcare Mile and complete a
comprehensive, interoperable, efficient, and secure NHIN.

1L COMMENTS TO PROPOSED RULE
A. Electronic Prescribing Exception; §411.357(b)
1. “Necessary” Non-Monetary Remuneration

The Proposed Rule would protect “Non-Monetary Remuneration (consisting of items and
services in the form of hardware, software, or information technology and training services)
necessary to receive and transmit electronic prescription information,” subject to certain
conditions. Bluegate believes that permitted non-monetary remuneration must specifically
include the following items and services: (i) broadband internet connectivity, (i) network
infrastructure, including hardware and software, (iii) network security, including firewalls, anti-
virus software, and hardware protection, (iv) HIPAA compliant security and monitoring, and (v)
training and systems monitoring to ensure continued security and network viability.

The network over which electronic prescribing data will be transmitted and received must
be secure, interoperable, and HIPAA-compliant. The items and services identified above are vital
components of such a network. The Proposed Rule does not provide donors and recipients
sufficient comfort that these items and services are excepted non-monetary remuneration.
Bluegate respectfully request that CMS revise the Proposed Rule to ensure that the provision of
these express items to physicians who do not currently possess them is permitted.

2. “Used Solely”

The Proposed Rule require that items and services provided must be “used solely” for the
transmission or receipt of electronic prescribing information. Bluegate assumes that CMS is
adhering to Congress’s mandate that the items and services provided under the Congressionally
mandated Stark Law exception be used solely for this purpose, and that CMS does not believe it
has the latitude to extend this Congressionally mandated exception to cover other items or
services. Bluegate makes this assumption in large based on comments at 70 FED REG 59185,
where CMS posits that hardware and connectivity services can be used for the receipt and
transmission of a wide range of information services, and that many physicians would prefer to
use a single connectivity service for all electronic communications. Bluegate strongly agrees
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with this contention. In the event CMS believes it has the latitude to extend the congressionally
mandated exception, we would urge that it revise this element of the proposed exception to
permit the provision of items and services which are required to permit the physician to engage
in electronic prescribing, provided a substantial use of such items and services is electronic
prescribing.

To the extent CMS believes it lacks this authority, Bluegate strongly supports CMS’s
proposal to use its authority to create an additional exception under the Stark Law to protect the
provision by qualified donors to physicians of hardware and connectivity services that are used
for more than one function, so long as the substantial use of the item or services is to receive and
transmit electronic prescription information. Bluegate submits that the adoption of this proposed
rule is essential to promoting the rapid growth of a suitable network infrastructure to permit
electronic prescribing. It is doubtful that a physician office is interested in receiving isolated
hardware, software, internet connectivity, and related services and training for use only for
electronic prescribing, since the Proposed Rule would require that the physician also maintain
redundant hardware, software, and internet connectivity as well as related training and ongoing
support to engage in electronic communications other than electronic prescribing. The cost of
educating personnel and support staff, and the cost of maintaining and housing redundant
network infrastructure, hardware, and software, would defeat any cost savings provided to a
recipient for donated items and services.

Further, while a physician is not likely interested in redundant internet connectivity, the
electronic network needed for electronic prescribing must be secure, interoperable, and HIPAA
compliant, attributes which most physician office electronic networks do not currently possess.
By requiring that a donated network with these attributes be used solely for electronic
prescribing, this element would require a physician to absorb monthly costs to maintain a second
internet connection at a combined cost substantially higher than the cost of a single secure,
interoperable and compliant network connection. This would in fact hinder the donation of
suitable and appropriate network connectivity, an absolutely necessary component to permitting
a physician to engage in secure, interoperable, and compliance electronic prescribing. For these
reasons, Bluegate respectfully requests that CMS revise the Proposed Rule, or alternatively
create a new Stark Law exception, to permit the provision of items and services (including those
discussed in Section II.A.1. above) which are required to permit the physician to engage in
electronic prescribing, provided a substantial use of such items and services is electronic
prescribing.

3. Other Conditions

As discussed in Section I above, donated items and services that potentially can be used
for electronic prescribing cannot actually be put to that use unless the recipient in question
currently utilizes or expects to gain access to a secure, interoperable, and compliant electronic
network. Such a network is the backbone to any electronic prescribing network or system. For
this reason, Bluegate believes that a prerequisite to the provision of any items and services under
this exception should be that the recipient in question either possess, or will be obtaining in
connection with the receipt of the donated items or purchases, internet connectivity which will
permit the recipient to engage in electronic prescribing in a secure, interoperable, and compliant
manner. This safeguard will ensure that expensive hardware, software, and other items or
services will not be donated to a recipient until and unless the recipient is able to utilize such
items and services for the purposes set forth in the exception.




B. Pre-Interoperability Electronic Health Records Exception: §411.357(w)
1. Covered Technology

CMS proposes to protect only electronic health records software, and then only software
that is essential to and used solely for the transmission, receipt, or maintenance of electronic
health records, subject to certain additional conditions. Bluegate is mindful that CMS is
currently contemplating the adoption of a separate Stark Law exception which would permit the
donation of hardware and internet connectivity that is used for more than one function, so long as
a substantial use of the item or services is to receive or transmit electronic prescription
information. Bluegate strongly supports adoption of such an exception.

Absent the adoption of such an exception, Bluegate would urge that the covered
technology under this proposed exception be expanded from simply software to include the
following items and services: (i) broadband internet connectivity, (ii) network infrastructure,
including hardware and software, (iii) network security, including firewalls, anti-virus software,
and hardware protection, (iv) HIPAA compliant security and monitoring, and (v) training and
Systems monitoring to ensure continued security and network viability. Bluegate is unable to
identify a risk of abuse in permitting the provision of these items that does not also apply to
permitted software. Further, in the absence of these items, a physician that has been provided the
non-monetary compensation permitted by this exception (software) will be unable to utilize it to
engage in electronic prescribing or electronic health record communications. Bluegate urges
CMS to either revise the Proposed Rule to permit the provision of these items, or alternatively to
create the new contemplated exception for hardware and internet connectivity and adopt it
concurrently with the Proposed Rule.

2. Used Solely

Bluegate is concerned that the requirement that the covered technology be used solely for
the transmission, receipt, or maintenance of patient’s electronic health records will severely
curtail if not eliminate donations of covered technology. Indeed, this requirement is even
potentially at odds with the requirement under this same exception that the donated electronic
health records software have an electronic prescribing component. For the reasons discussed
above, principally at Section II.A.2., Bluegate would urge the revision of this element to permit
the provision of items and services which are required to permit the recipient to utilize an
electronic health record platform, provided a substantial use of such item or service is electronic
health records.

C. Post-Interoperabilty Electronic Health Records Exception: §411.357(x)

In this exception CMS still proposes to protect only software, and then provided that core
functions of the software are electronic health records and electronic prescribing. Bluegate is
mindful that CMS is currently contemplating the adoption of a separate Stark Law exception
which would permit the donation of hardware and internet connectivity that is used for more than
one function, so long as a substantial use of the item or services is to receive or transmit
electronic prescription information. Bluegate strongly supports adoption of such an exception.
For the reasons discussed in Section II.B. above, absent the adoption of such an exception,
Bluegate would urge that the covered technology under this proposed exception be expanded




Bluegate also notes that this exception deviates does not require that items and services
be used solely to receive, transmit, and maintain electronic health records. Bluegate agrees with
this provision, and presumes this requirement has been removed because the exception will not
take effect until after the Secretary has adopted product certification criteria, which the Secretary
expects will include a standard requiring that the items and services provided be used
appropriately for protected purposes.

III. CONCLUSION

Bluegate wishes to thank CMS for this opportunity to provide comments regarding the
Proposed Rule. Bluegate is committed to assisting in the development of processes and
procedures that facilitate the development and utilization of a secure, interoperable, reliable and
compliant National Health Information Network. We believe the proposed comments included
herein further that goal.

If you have any questions about the comments we have submitted, we would be happy to

discuss them with you.

Sincerely,

G & plail

William E. Koehler,
President and Chief Operating Officer

/enclosures
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Proposed Regulation at 42 CFR Part 411

Medicare Program; physicians’ referrals to health care entities with
which they have financial relationships; exceptions for certain
electronic prescribing and electronic health records arrangements

The National Alliance for Health Information Technology (the “Alliance”)
is a non-profit association of parties interested in bringing about improvements
in health care through the use of information technology (IT). Our 110+ member
organizations represent a wide range of health care interests, including hospitals,
physicians, IT vendors, consultants, employers, and payors. Our ultimate
purpose is to help bring about fundamental change to our nation’s healthcare
system through improvements in quality, increased efficiency, and reduced costs.
Health IT is a vital tool in attaining those ends.

The Alliance supports the intent of section 1877 of the Social Security Act.
The so-called “Stark Law” (hereinafter referred to as “Stark”) prohibits physicians
from making referrals to entities for certain designated health services paid by
Medicare if the physician or an immediate family member has a financial
relationship with that entity. We also support the ban on entities that receive
such a referral from submitting a claim to Medicare for those services.

At the same time, Stark must be viewed through the longer lens of its
overall policy objectives, which are to reduce the over-utilization of healthcare
services, reduce unnecessary spending and promote consumer choice and access
to quality healthcare. [61 Fed. Reg. 69,060, 69,061.] The Department of Health
and Human Services, along with CMS, has initiated a national health care
information technology agenda to achieve these same objectives. The guiding
principle of that agenda is interoperability.



Secretary Leavitt advanced this guiding principle in a statement before the
U.S. Senate Committee on the Budget on July 20, 2005. Referring to President
Bush’s call in April 2004 for electronic health records (EHRs) within 10 years,
Secretary Leavitt said, “The goal can be met, but there are major challenges to be
faced, and the path forward requires a concentrated nationwide effort to achieve
widespread adoption of interoperable EHRs.”

Secretary Leavitt’s comment affirms the position taken in January 2005 by
National Health Information Technology Coordinator Dr. David Brailer, who
wrote that “interoperability is a fundamental requirement for the health care
system to derive the societal benefits promised by the adoption of electronic
medical records.” Providers, payers and policy makers all agree that
interoperable health care information systems will improve the safety and
quality of healthcare delivery, while making the overall health care system more
efficient.

The exception created for electronic prescribing is mandated by the
Medicare Modernization Act (PL 108-173) to promote the dissemination of
health care IT items and services. Providing this exception will advance a key
objective of the Act and represent an important step forward in reducing
medication errors and promoting efficient health care. However, in promoting
the adoption of technology solely for electronic prescribing, the critical goal of
interoperability may be compromised. The proposed regulations struggle on the
false choice of promoting adoption or promoting interoperability. Both can —
and should — be promoted simultaneously.

The Secretary must create exceptions to Stark that are consistent with the
law’s objectives of reducing the over-utilization of health care services, reducing
unnecessary spending and promoting consumer choice and access to quality
health care. Specifically, those exceptions should:

e Promote the interoperability of consumers’ healthcare information;

¢ Reduce (and certainly not increase) administrative costs;

e Provide access to all the information needed by physicians to evaluate
alternative drug therapies, to identify potential drug-drug interactions,
and to improve safety, quality and efficiency of patient care.

Creating exceptions that segment information, make it more difficult for
prescribing physicians to access critical information about a patient’s medical
history or are inconsistent with other standards adopted by the health care field
would be inconsistent with the overall purpose of the Medicare Modernization
Act. And it would be contrary to the Secretary’s own goal of widespread adoption
of interoperable electronic health records.

As noted in the comments that follow, we do not believe the regulations, as
proposed, advance the key objective of interoperability. In fact, the proposed
exceptions work against the stated goals of fostering cooperation between
potential donors and physicians to achieve interoperability. We also observe that



the proposed regulations do not create an environment that will encourage the
adoption of EHR systems. The express purpose of the proposed exceptions to
Stark should be to create clear cases in which health IT can be donated to
physicians without fear of violating federal law. However, the proposed
exceptions create more uncertainty about what is permitted without eliminating
barriers to investment in health care IT.

A less confusing exception would promote the widespread adoption of
health IT to improve health care delivery and quality of care and at the same time
further the goals laid out in Stark. Interoperable health care information systems
allow immediate sharing of information necessary for delivering high quality care
to patients and, as consistent with existing legal requirements, appropriate for
informing enforcement officials about referral patterns.” As CMS Administrator
Dr. Mark McClellan stated in announcing the proposed regulations, “Restrictions
on relationships between physicians and other health care entities are very
important for assuring that Medicare dollars are spent appropriately, but they
were never intended to stand in the way of bringing effective
electronic health care to patients.” (HHS press release of October 5, 2005.
Emphasis added.)

Congressional members assigned as conferees to the Medicare
Modernization Act noted their intention that “prescribing health care
professionals . . . have ready access to neutral and unbiased information on the
full range of covered out-patient drugs available.” [H-Report 108-391, at page
455.] The conferees’ report directed the Secretary, in adopting standards to
promote electronic prescribing, to select standards that are “consistent with the
objectives of improving patient safety and the quality and efficiency of patient
care, . . . [do] not impose an undue administrative burden on prescribing
physicians and pharmacists . . . [and that are] compatible with . . . other health
information technology standards.” [ibid]

Perhaps most importantly, the objectives of Stark must be weighed against
the potential to save thousands of lives. In 1999, the Institute of Medicine (IOM)
posited the oft-cited statistic that as many as 98,000 people die annually from
preventable medical errors. The IOM also identified health IT as an important
tool to reduce the number of medical errors. Technology’s potential as a tool to
improve the quality of patient care is undeniable and must be taken into account
in laws that limit the dissemination of health care items and services. To focus
solely on the potential for fraud and abuse is to see only half the picture. The
other half of the picture depicts a confirmed ability to improve the quality of
health for millions of Americans.

Our comments are consistent with both the objectives of Stark and better
health care for all Americans through the adoption of IT as described by
President Bush and Secretary Leavitt.

Specific comments relating to:



“Pre-Interoperability Electronic Health Records Exception: section
411.357(w)” and “Post-Interoperability Electronic Health Records
Exception: section 411.357(x)”

Pre- and Post-Certification

It should be noted that the proposed rule refers to “Electronic health
records items and services that are not certified” (proposed section (w)) and
“Certified electronic health records items and services” (proposed section (x))
while the preamble refers to these sections as “pre-interoperability” and “post-
interoperability.” There are significant distinctions between interoperability and
certification. For example, the Certification Commission for Health Information
Technology (CCHIT) in its RFP with HHS is working to apply certification
criteria beyond interoperability to include security and functionality. Although
not defined in the regulation, we assume “certification” to encompasses
interoperability, security and functionality.

There are several levels of interoperability that will evolve and expand over
time, but none will occur overnight. For example, today it would be accurate to
say that two fax machines are “interoperable” if they can send and receive
messages from one another. While some level of interoperability already exists
in health care, like that of the two fax machines, interconnections such as these
will continue to evolve and improve, becoming more interoperable over time.
The type of interoperability envisioned and desired by most in the health care
setting would encompass not only the ability to send and receive data but also to
change, process, and act upon that data. When Automated Teller Machines
(ATMs) first came out, consumers were not able to use their debit or credit cards
at another bank’s ATM. Over time, banks became more interconnected and
today, most consumers can use their bankcard virtually anywhere in the world.
Similarly, CCHIT expects to continually increase the level of expectation relating
to interoperability over time. For example, CCHIT may at first certify an EHR
system for a limited number of functions that require interoperability, perhaps e-
prescribing or the exchange of immuriization records between two EHR systems.
Next, it might add to the certification process the exchange of lab results, public
health reporting and radiology images. As standards mature and data becomes
more consistent, interoperability will become the norm instead of the exception.

The proposed regulations provide for two additional regulations issued
under the Secretary’s discretionary authority under section 1877 (b)(4) of the Act.
These are sections (w) for pre-certification and section (x) for post-certification in
the proposed rule. However, certification for interoperability has not yet been
established.

The work of CCHIT provides a good illustration of the complexity of
identifying criteria for certification. The CCHIT certification process requires
certain health care IT products be in compliance with relevant standards relating
to functionality, security and interoperability. In its inaugural certification



endeavor, CCHIT indicated that it would certify electronic health records used in
the ambulatory setting. In defining that product, however, CCHIT specifically
determined that electronic prescribing software was a component of an electronic
health record, and not, on its own, a certifiable product. If, indeed, the intent is
to promote the immediate dissemination of health IT systems, relying on or
deferring to yet-to-be-determined criteria is not the best approach.

The most recent exception issued under the Secretary’s discretionary
authority allows for the donation of IT as long as it’s provided on a community-
wide basis (42 CFR section 411.357 (u)). This exception has been widely viewed
as unworkable due to the lack of clear guidance as to what constitutes a
“community.” That exception, although ambiguous in its definition, does not
apply any pre-and post-certification criteria. Clearly, the concerns identified in
the current proposed regulation were not evident in the community-wide
exception, nor was the assumption that certification would reduce the likelihood
of fraud. The preamble of the proposed pre- and post-certification provisions
posits that the donation of items and services increases the likelihood of fraud
without any supporting evidence. While we agree that oversight is necessary, we
disagree with the underlying premise that the donation of heath care IT items
and services are inherently ripe for fraud and, therefore, require additional
criteria than those contained in other exceptions established by Congress and the

Secretary.

Recommendation

We recommend that the proposed pre- and post-certification regulations
be replaced with a single, more immediate and workable exemption. Donors and
recipients alike will find the distinctions made between pre- and post-
certification exception confusing at best and, more importantly, unworkable. An
alternative approach would be to have the Secretary condition the ongoing use of
the exception on whether the items being donated are capable of exchanging
health care information in compliance with applicable standards once adopted by
the Secretary. In that way, the exception is more immediate and less confusing
while at the same time putting donating entities on notice that compliance with
the Secretary’s standards is imminent and ongoing. In developing any applicable
interoperability standards, an alternative would be to apply the following
guidelines that would be required as a condition of future eligibility for an
exception:

= The standard is widely accepted within the industry and has
sufficient industry experience to ensure successful implementation;

* The standard is necessary to improve quality of care, patient safety
or provide greater administrative efficiencies; and

= A cost and benefit analysis for requiring the standard as a condition
of the exception has been conducted.



These conditions would, of course, require implementation guidelines and
appropriate time lines for adoption.

Specific comments relating to:
“Electronic Prescribing Exception: Section 411.357(v)”

“Used solely”

The proposed regulation requires that for donated items and services to be
eligible for an exception, they must be necessary and “used solely” to transmit
and receive electronic prescription drug information. While we recognize that
this requirement mirrors the language in the Medicare Modernization Act of
2003 (P.L. 108-173), it will force donating entities to unbundle IT products. That
is, most electronic prescribing systems contain additional features that support
the operation and management of a physician practice, such as billing and
scheduling. Requiring donating entities to strip away those additional functions
will make these products less attractive to physicians and physician practices and
will defeat the goal of interoperability.

In addition, physicians who currently use computers to perform basic
office management functions will be required to maintain two or more separate
and potentially incompatible systems: one for electronic prescribing and one for
office management. More importantly, the proposed rule suggests that “used
solely” would not include the use of robust clinical support tools such as drug-to-
drug interactions, drug-to-lab analysis, or prescription data analysis. These are
vital tools in providing quality patient care and should be allowed to be part of an
electronic prescribing system.

Under the proposed rule, two or more systems would be required because
donors are permitted to provide multi-functional IT only under the proposed pre-
and post-certification regulations, but not under the e-prescribing exception.
Moreover, under the proposed regulations, physicians cannot “intentionally
divest” themselves of equivalent systems in order to receive new, upgraded
technology provided by eligible donors.

Among the many benefits of the adoption of health care IT are
improvements in workflow efficiency, which, in turn, can have a positive impact
on patient care. Requiring the use of two computer systems or two handheld
devices will disrupt workflow rather than improve it.

Recommendation

We recommend that the Office of the Secretary use its discretionary
authority to allow for the provision of functional products that include features
such as billing and scheduling. This will help stimulate adoption without forcing
physicians to choose between a single-function electronic prescribing system and
having to operate and maintain two separate and unconnected systems, which



defeats the purpose of furthering interoperability. However, the proposed rules
for pre- and post-electronic health records systems actually require the bundling
of electronic prescribing technology. The bundling of clinical support and
medical management tools are appropriate in all donation settings. Ata
minimum, the rule should be clarified to ensure that the use of drug-to-drug
interaction programs, formulary information, prescription analysis, and other
pharmacy tools are allowed.

Specific comments relating to:

“Pre-Interoperability Electronic Health Records Exception: section
411.357(w)” and “Post-Interoperability Electronic Health Records
Exception: section 411.357(x)” and “Electronic Prescribing Exception:
Section 411.357(v)”

(1) Financial limit on the amount of donated IT systems

In one section of the preamble, there is a call for assistance in developing
and defining a limitation, or cap, on the value of donated IT items and services.
However, in another section, there is a request to help establish and define a cap
on the amount of donated items and services provided. Because the amount or
cost of donated items and services are often not synonymous with their value, it
should be clarified that providers may be allowed to determine fair market value
based on their costs of the donated technology. Requiring providers to determine
the value of the technology to the physician-recipient would be time consuming
and confusing because physicians may place a different value on the technology
based on any number of factors.

This distinction aside, a cap on either the amount or the cost of donated
items and services could discourage early donations given that an early donating
entity could reach its limit after the first donation and, therefore, be unable to
provide additional items and services in the proposed post-certification
environment. Likewise, eligible recipients of donated items and services are
unlikely to accept early donations knowing they may not be able to receive
additional items and services as interoperability and technology evolve. As noted
in the preamble to the proposed rule, the cost of health care IT will likely
decrease over time. However, reducing the cap, as suggested in the preamble,
will stifle early adoption because both donors and recipients will be concerned
about future limitations.

There is also the question of on-going maintenance and support. Would
these services be included in the cap? If not, physicians may be unwilling to pick
up the additional expense, particularly in the absence of a financial incentive to
do so. After all, a major purpose for providing the exception is “... to encourage
the adoption of such technology through this proposed rulemaking.”
Establishing an arbitrary limit on the value of the items and services donated will
discourage adoption in the absence of some other financial incentive for
physicians.



Recommendation

We recommend is that there be no cap or, if necessary, a cap that provides
sufficient flexibility to encourage early adoption. In addition, any cap should take
into account on-going maintenance and support services, such as help desk.

Both donors and recipients must have a clear and easily understood framework of
how value is determined. In addition, if there is a cap, providers should be
allowed to determine fair market value based on their costs of the donated
technology.

(2) Physician certification

The proposed regulation requires that the arrangement between the
donating entity and the physician receiving the items and services be in writing
and include, among other things “...a certification by the physician that the items
and services provided are not technically or functionally equivalent to items and
services he or she already possesses.” The preamble states the physician “...must
update the certification prior to the furnishing of any necessary upgrades or item
and services not reflected in the original certification. “ This suggests that
physicians are, or need to become, proficient at identifying and distinguishing
various levels of computer hardware and software. Even individuals who may be
computer savvy could have difficulty with this requirement. For example, is
Microsoft Word the technical or functional equivalent of Corel WordPerfect?
This is a rather superficial example, and the requisite level of expertise will only
increase when getting into areas of encryption and data sharing. Furthermore,
what constitutes equivalency between two products? How different must one
product be from another to not be considered “equivalent?” If one product has
25 functions and the one being donated under the exception has 24 or 26
functions, would those be considered “not equivalent?”

Recommendation

We recommend eliminating the requirement that physicians certify that
they do not possess technical or functional equivalent items and services. At the
least, it should be predicated on a good-faith standard for compliance. In
addition, the term equivalent should be clearly defined.

(3) Permissible Donors and Recipients

The proposed regulation identifies specific entities that may be exempt
from providing items and services without violating Stark. They are limited to:
(1) hospitals to their medical staffs; (2) group practices to their physician
members; (3) Prescription Drug Plan sponsors to their physicians; and (4)
Medicare Advantage organizations to their physicians.



In order to promote the rapid adoption of health information technology,
the rule should have an expanded list of eligible donors. The greater the number
of health care entities that are allowed to provide items and services, the greater
the increase in demand for, and supply of, electronic health record systems.
Limiting the number of eligible donors will result in pockets of health care IT
adoption, which will work to the advantage some patients but not others.

The preamble to the proposed rule states that CMS does “...not believe that
providers and suppliers of ancillary services, such as laboratories, are well-
positioned to advance the goal of widespread use of interoperable electronic
health records for patients, nor would have the same interest in doing so.”
However, regional electronic health record systems require a reliable, scalable,
and open infrastructure that can support tens of thousands of concurrent users
and facilitate interoperability. Laboratory tests and results comprise roughly
60% of existing electronic health records. (Source: The Value of Diagnostics:
Innovation, Adoption & Diffusion into Health Care, The Lewin Group, July 26,
2005). Laboratory networks are capable of supporting thousands of concurrent
users and already interface with most major hospital and physician electronic
health record systems. Furthermore, integrated laboratory and electronic
prescribing products provide physicians with the ability to compare gaps in care
with clinical guidelines, and to track and report results as part of a physician
quality incentive and pay-for-performance programs.

In addition, a prominent type of entity in health care known as an
Integrated Delivery System (IDS) would be ineligible as a donor under the
proposed rule. An IDS is a system of provider organizations including a parent
entity that owns or controls one or more hospitals and at least one or more the
following: network providers, an entity that operates and manages the network
providers; and/or a physician-hospital organization or physician organization.
Because many of the contracts with the IDS parent entity and payor (e.g., an IDS
and HMO), involve physicians who are not part of the hospital’s medical staff,
under the proposed rule, they would not be eligible to receive donated items and
services despite the obvious benefits of their having access to health care IT items
and services. Broadening the rule to permit IDS network physicians who
participate with the IDS for managed care contracting would be consistent with
the objective of encouraging IT adoption as broadly as possible.

Recommendation

We recommend that clinical laboratories should be included in the list of
permissible donors. We also recommend that permissible donors should include
any component of an IDS. Likewise, physicians who are network providers
should be included in the list of eligible recipients of health care items of services.

(4) Interoperability



In order to qualify under the proposed exception, a donating entity may
not take “...any actions to disable or limit that interoperability or otherwise
impose barriers to compatibility.” This requirement should be clarified because
a donating entity may simply be sharing items and services that are compatible
with the system(s) it operates but are not necessarily compatible with other
operating systems. For example, a donating entity may utilize Microsoft Outlook
for scheduling in all of its operating systems and thus include that program in the
items donated. However, because the donating entity did not include
WordPerfect in the items provided, it could arguably have limited
interoperability.

Recommendation

We recommend that the prohibition against disabling or limiting
interoperability require a specific action or actions by the donating entity and not
encompass the mere provision of items and services that are compatible with
only the donating entity.

In addition, the preamble defines interoperability “...to mean the ability of
different information systems, software applications, and networks to
communicate and exchange information in an accurate, secure, effective, useful,
and consistent manner.” Earlier this year, the Alliance, along with its members
and other stakeholders in the industry, developed a definition of interoperability
for use in policy and legal discussions of health IT. This definition has been
endorsed by over 50 leading organizations including the American Medical
Association, Blue Cross Blue Shield Association, General Motors, JCAHO, and
Johnson & Johnson Healthcare.It reads:

“In healthcare, interoperability is the ability of different

information technology systems and software applications to

communicate, to exchange data accurately, effectively, and

consistently, and to use the information that has been exchanged.” ,
Because this definition was developed with the input of stakeholders from across
healthcare and has been endorsed by a broad range of organizations, its use in
policymaking will further standardize the language surrounding these issues and
reduce the kind of confusion that has already delayed rapid adoption of health IT,
and strengthen the public-private collaboration already underway.

Recommendation

We recommend that the widely-endorsed consensus definition of
interoperability be adopted.

(5) Covered Technology
The proposed regulation narrowly defines covered technology to include
EHR software and related training, but not administrative functions or
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connectivity. While software and directly related training clearly are important
to physician adoption of EHRs, they are not sufficient. Physicians often do not
have the technical knowledge or resources to obtain and manage all of the
necessary items, which is often why they have not pursued acquiring health IT.
Not being allowed to incorporate or interface existing and evolving technologies
will discourage adoption. Moreover, health care IT is intended to increase
connectivity (e.g., transmit and receive medical images) that can be vital to
patient care. Physicians need support to ensure these functions are achieved and
optimized on an on-going basis.

Recommendation

We recommend that covered technology should include multifunctional
connectivity and related software and hardware. This should include software
interfaces, upgrades to the initial software, and ongoing technical maintenance
and support software.

(6) Other requirements — Avoiding increased referrals

As noted in the preamble, the benefits of health care IT items and services
include fewer medical errors, reduced costs and improved quality of care for
patients. All of these could have the beneficial effect of encouraging physicians to
refer patients to hospitals that have adopted electronic health care systems. That
is, the value to the physician is improved patient care and improved efficiency in
operating his or her office, but a permissible donor could find itself outside the
parameters of the exception because the donated items and services had the
incidental impact of an increase in referrals. Clearly, physicians today refer to
hospitals based on any number of criteria. If physicians are able to treat more
patients in a more effective (i.e., improved quality of care) and efficient manner
because they are able to take advantage of donated IT systems, patients will be
much better off.

Recommendation

We recommend that any incidental increase to the volume of referrals that
are the result of increased quality and patient care be expressly permitted. Stark
was contemplated and debated at a time when the nation was not on the cusp of
such a monumental change in health caredelivery. In the absence of evidence of
fraud, incidental increases in referrals are, in fact, necessary to help drive market
forces to spur adoption and, as such, should not be viewed as per se violations.

The Alliance is available to provide any additional information about the
proposed regulation or answer any questions you may have about our specific
comments. Please feel free to contact me directly at (312) 422-2181 or
swallace@nabhit.org, or Bill Head, Vice President of Policy and Government
Affairs, in our Washington D.C. office at (202) 898-6370 or bhead @nahit.org.

11




Sincgrely, %

Wallace
President and CEO
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Mark B. McClellan, M.D., Ph.D.
Administrator

Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
Attention: CMS-1303-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, Maryland 21244-8010

Re: CMS-1303-P — Comments Regarding Proposed Stark Law Exceptions for
Certain Electronic Prescribing and EHR Arrangements

Dear Dr. McClellan:

On behalf of VHA Inc. (“VHA”), I am writing to provide comments on the proposed rule
to establish three exceptions to the federal physician self-referral (“Stark™) law for certain
electronic prescribing and electronic health records (“EHR”) arrangements (“Proposed
Exceptions”). The proposed rule was published by the Centers for Medicare & Medicaid
Services (“CMS”) in the October 11, 2005 Federal Register, 70 Fed. Reg. 59182.

VHA i1s a national alliance of leading not-for-profit hospitals and health care
organizations that work together to improve the health of the communities they serve. VHA
delivers industry leading supply chain management services and enables regional and national
member networks to improve clinical and operational performance and to drive sustainable
results. Based in Irving, Texas, VHA has 18 local offices serving more than 2,400 health care
organizations across the United States.

I. General Comments

As CMS notes in the preamble to the Proposed Exceptions, the “implementation of
electronic health information technology is a compelling national priority to improve our
healthcare system.” 70 Fed. Reg. at 59187. If anything, this may be an understatement. As part
of the Medicare Modernization Act, Congress created the Commission on Systemic
Interoperability. On October 25, 2005, the Commission issued its report, Ending the Document
Game: Connecting and Transforming Your Healthcare Through Information Technology (“CSI
Report”). The CSI Report concludes, among other things, the following:

e “In 2000, the Institute of Medicine (IoM) estimated that between 44,000
and 98,000 Americans die each year from preventable medical errors,” and
“[t]he lack of immediate access to patient healthcare information is the
source of one-fifth of these errors.” CSI Report at 11.

VHA Inc. 901 New York Ave., NW, Suite 510 Washington, DC 20001
TEL 202.354.2600  FAX 202.354.2605 www.vha.com
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e “Under the current paper-based system, patients and their doctors lack instant,
constant access to medical information. As a result, when a patient sees more
than one doctor, no doctor knows exactly what another doctor is doing, or
even that another doctor is involved. The consequences range from
inconvenient to critical or even fatal.” CSI Report at 11.

e In addition, “[h]andwritten records—most notoriously, prescriptions—are
easily misread, causing potentially life-threatening mistakes. Similarly,
analysis of large numbers of paper records is impossible, denying the public
the benefits of early warnings of dangerous trends in disease or bioterrorism,
and other research-driven efforts.” CSI Report at 12.

¢ “These problems and others are well addressed by a connected system of
healthcare information, one that is referred to in this report as interoperable.
The benefits of this interoperable system will extend to both patients and
healthcare providers and may be categorized as promoting convenience,
confidentiality, access, and quality of care.” CSI Report at 12.

¢ In sum, “[t]he quality of our healthcare, on both societal and individual levels,
is suffering from the lack of a connected system of healthcare information.
The cost comes in injury, wasted resources, and lost lives.” An “interoperable
system of electronic healthcare information” is a goal that “can be reached,
and its benefits are worth the effort that will be required. The evidence cited
in this report compels action to achieve an interoperable health information
technology system in the United States. Lives are in the balance.” CSI
Report at 14-15.

As CMS notes in the preamble, the agency must promote the implementation of a
connected system of healthcare information without protecting arrangements that “influence
inappropriately clinical decision-making,” or are otherwise abusive. 70 Fed. Reg. at 59187.
With respect to the issue of program abuse, in discussing its authority to promulgate Stark law
exceptions, CMS has made it clear that it will not “limit the exceptions to those situations that
pose no risk of fraud or abuse.” 66 Fed. Reg. 856, 863 (Jan. 4, 2001). Instead, it will protect
“arrangements that, in most situations, would not pose a risk,” and rely on other fraud and abuse
laws to address any “residual risk.” 66 Fed. Reg. at 863. '

Moreover, it should be emphasized that unlike the typical case, where CMS is called
upon to develop an exception for an arrangement that is, at best, benign from a public policy
standpoint (e.g., arrangements covered by the Stark law’s medical staff incidental benefits
exception), as reflected in the CSI Report (and elsewhere) there is a compelling need —
recognized by both Congress and the President — for the rapid and widespread adoption of
electronic prescribing and EHR technology.
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For the reasons set forth below, VHA does not believe that the Proposed Exceptions, as
drafted, strike the necessary balance between, on the one hand, promoting the adoption of
electronic prescribing and EHR technology and, on the other hand, ensuring that the
arrangements at issue do not pose a risk of program abuse. More specifically, and for the
reasons discussed below, VHA believes:

e that the requirements set forth in the Proposed Exceptions are so numerous, so
onerous, and so restrictive that, rather than promoting the adoption of
electronic prescribing and EHR technology, they are likely to inhibit such
adoption, and

e concomitantly, that many of these requirements are not necessary to ensure
that the donation of electronic prescribing and EHR technology will not pose a
risk of program abuse.

IL. Pre-Interoperability Electronic Health Records Exception: § 411.357(w)*

CMS’ proposed Pre-Interoperability Exception would protect “software” and “directly
related training services” that are “necessary” and used “solely” to “receive, transmit, and
maintain” EHR, provided 10 substantive requirements are met. § 411.357(w) (proposed). (An
eleventh requirement, § 411.357(w)(11) (proposed), relates solely to the Exception’s sunset
provision.)

For the reasons set forth below, VHA believes that the inclusion of seven of these 10
requirements — which we will refer to as the “core pre-interoperability requirements” (or “core
requirements”) — together with a series of modifications to certain other provisions of the
Proposed Exception, will (1) be more than sufficient to ensure that EHR technology
arrangements do not pose a risk of program abuse and (2) increase the likelihood that donors and
physicians will take advantage of the Exception and, therefore, that EHR technology will be
adopted in a more timely and comprehensive manner.

A. Core Pre-Interoperability Requirements

The first three core pre-interoperability requirements relate to the principal policy
objective of the Stark law, which is to prevent arrangements that give physicians a financial
incentive to order certain “designated health services” (including hospital inpatient and
outpatient services) that are not medically necessary. 63 Fed. Reg. 1659, 1662 (Jan. 9, 1998).

All citations are to “42 C.F.R.” unless otherwise indicated.
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e The first core requirement essentially provides that a donor (such as a
hospital) cannot make the provision of EHR technology to a physician
contingent on his or her referral of patients or business to the donor.

§ 411.357(w)(4) (proposed).

e The second core requirement — which is closely related to the first —
essentially provides that a physician cannot make his or her referral of patients
or business to the donor contingent on its provision of EHR technology to the
physician. § 411.357(w)(3) (proposed).

e The third core requirement — which is closely related to the first two —
provides that the arrangement cannot violate the federal health care program
anti-kickback law, or any Federal or State law or regulation governing billing
or claims submission. § 411.357(w)(10) (proposed).

The fourth and fifth core requirements relate to documentation and certifications of
compliance. Specifically:

¢ The fourth core requirement would require that the EHR arrangement be set
forth in a written, signed agreement that (1) covers and specifies all of the
EHR items or services being provided by the donor to the physician, (2)
specifies the value of those items and services, and (3) includes a certification
by the physician that the items and services are not technically or functionally
equivalent to items and services that the physician already possesses.
§ 411.357(w)(5) (proposed).

¢ As an added safeguard, the fifth core requirement provides that the Exception
will not apply if the donor knew or should have known that the physician’s
certification notwithstanding, the physician in fact possessed items and
services that were technically or functionally equivalent to those furnished by
the donor. § 411.357(w)(6) (proposed).

The final two core requirements restrict the ability of donors to modify or limit the use of
donated technology. Specifically:

¢ The sixth core requirement provides that if the donated items or services “can
be used for any patient without regard to payor status, the donor may not
restrict or take any action to limit the physician’s right or ability to use the
items or services for any patient.” § 411.357(w)(7) (proposed).

e The seventh core requirement provides that the donor cannot “limit or restrict
unnecessarily the use or compatibility of the items or services with other
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electronic health records items or services or electronic health information
systems.” § 411.357(w)(2) (proposed).

VHA believes that the first three core requirements alone — which effectively
(1) prohibit donors from paying for referrals, (2) prohibit physicians from soliciting such
payments, and (3) prohibit both parties from violating the anti-kickback law — are sufficient to
ensure that the arrangements at issue will not pose a risk of program abuse. That is, assuming an
EHR arrangement meets these three core requirements, the arrangement — by definition —
cannot serve an improper purpose under the Stark law.

A hypothetical helps demonstrate the point. Assume a hospital donates EHR technology
to a physician. Assume further that this arrangement complies with the first three core
requirements discussed above. That is:

¢ In deciding whether to provide technology to the physician, the hospital did
not take into account the volume or value of referrals or other business
generated by the physician for the hospital.

e In deciding the amount of technology to provide to the physician, the hospital
did not take into account the volume or value of referrals or other business
generated by the physician for the hospital.

¢ In deciding the nature of the technology to provide to the physician, the
hospital did not take into account the volume or value of referrals or other
business generated by the physician for the hospital.

¢ The physician did not make the receipt of the technology a condition of
referring patients to (or otherwise doing business with) the hospital.

¢ The physician did not make the amount of the technology a condition of
referring patients to (or otherwise doing business with) the hospital.

o The physician did not make the nature of the technology a condition of
referring patients to (or otherwise doing business with) the hospital.

¢ The arrangement does not violate the federal health care program anti-
kickback law. That is:

¢ The hospital did not provide the technology to the physician in an effort to
induce him to (1) refer federal health care program patients to the hospital
(2) purchase, lease, or order covered items or services from the hospital,
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(3) arrange for such purchases, leases or orders, or (4) recommend such
purchases, leases, or orders.

e The physician did not solicit the technology from the hospital in exchange
for (1) referring federal health care program patients to the hospital
(2) purchasing, leasing, or ordering covered items or services from the
hospital, (3) arranging for such purchases, leases or orders, or
(4) recommending such purchases, leases, or orders.

Under these circumstances, it is difficult to perceive how the hospital’s provision of the
EHR technology could possibly pose a risk of program abuse. In any event, when coupled with
the remaining four core requirements — which (1) ensure that the physician does not already
have the items or services at issue (and, as such, that the EHR technology is, in fact, “necessary”)
and (2) ensure the hospital does not improperly restrict the interoperability of the technology —
the sufficiency of the Exception from a program abuse standpoint is even more compelling.

For these reasons, VHA believes that the remaining three requirements of the proposed
Pre-Interoperability Exception, as well as certain other provisions of the Proposed Exception,
should be eliminated or modified, as discussed below.

B. Proposed Deletions & Modifications
1. Software/Services

Assuming that the seven core requirements discussed above are met, VHA does not
believe that it is necessary or appropriate to limit the types of non-monetary remuneration that -
may be protected by the Pre-Interoperability Exception to “software” and “directly related
training services.” Instead, the Exception should protect whatever items or services — including
but not limited to hardware, software, connectivity, and equipment installation, training and
maintenance services and support — that are, in fact, necessary for a particular physician to
“receive, transmit, and maintain” EHR.

Simply put, if a physician does not have, for example, the hardware necessary to operate
the EHR technology at issue, it would be neither necessary (from a fraud and abuse standpoint)
nor advisable (from an EHR adoption standpoint), to prohibit a donor from providing such
hardware to the physician. As CMS notes in the preamble, “there may be particular
constituencies, such as rural area providers, that lack sufficient hardware or connectivity services
to implement effective electronic health records systems.” 70 Fed. Reg. at 59188. Whether a
physician is in a rural area, however, should not be determinative. What should be determinative
is whether the physician does or does not have “sufficient hardware or connectivity services to
implement effective electronic health records systems.”
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If the physician already has such hardware and connectivity, then the Exception will not
be available, because the technology will not be “necessary.” If the physician does not have such
hardware and connectivity, then there is no good reason — from either a program abuse or EHR
technology adoption standpoint — to preclude a donor from providing these items and services
to the physician. To the contrary, program abuse will be prevented through compliance with the
seven core requirements and, by expanding the categories of EHR-related items and services that
may be protected by the Exception, CMS substantially increases the likelihood that EHR
technology will, in fact, be adopted by donors and physicians.

Finally, we would note that VHA’s proposed approach would be consistent with CMS’
existing Stark law exception for community-wide health information systems, which — subject
to certain conditions that are similar to the core requirements (e.g., compliance with the anti-
kickback law) — protects any “[i]Jtems or services of information technology” provided by an
entity to a physician. § 411.357(u).

2. Used “Solely”

The proposed Pre-Interoperability Exception would apply only to items and services that
can be used “solely” to receive, transmit, and maintain EHR; and one of the Exception’s
requirements specifically provides that protected items and services “do not include any billing,
scheduling, or other similar general office management or administration software or services,
nor do the services include staffing of physician offices.” § 411.357(w)(8) (proposed).

VHA does not believe that it is practical or necessary to limit the types of items or
services that can be protected to those that can be used “solely” to receive, transmit, and maintain
EHR. As a practical matter, a single integrated product may, for example, include software that
can be used both to maintain EHR and to schedule office visits. In connection with the Post-
Interoperability Exception (discussed below), CMS states that it “want[s] to ensure that
integrated packages that could positively impact patient care are not excluded” from the
Exception, provided the “core function” of the items and services are electronic health records.
70 Fed. Reg. at 59190. Given the protections offered by the seven core requirements, VHA
believes that this statement should be equally applicable to the Pre-Interoperability Exception.

Finally, our position is, once again, supported by CMS’ community-wide health
information systems exception, which protects any items or services of information technology,
provided they are “principally” used by the physician as part of the community-wide health
information system. § 411.357(u)(1). \

3. Electronic Prescribing Capability

The proposed Pre-Interoperability Exception requires that the EHR technology contain
“electronic prescribing capability that complies with the electronic prescription drug program
standards under Medicare Part D at the time the items and services are furnished.”
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§ 411.357(w)(9) (proposed). While VHA believes that the provision of items and services that
include electronic prescribing capability may (and should) be protected by the Pre-
Interoperability Exception, VHA does not believe that a donor should be required to include such
capability in order for the Exception to apply. Once again, VHA believes that this requirement is
not necessary from a fraud and abuse standpoint and, by decreasing donor flexibility, can only
serve to inhibit the proliferation of EHR technology, not promote it.

4. Permissible Recipients

Where the donor at issue is a hospital, the only permissible recipients under the proposed
Exception would be members of the hospital’s medical staff. § 411.357(w)(1)(i) (proposed).
CMS suggests, in its discussion of the Electronic Prescribing Exception (discussed below), that
the agency intends to “protect donations only to physicians who routinely furnish services at the
hospital,” and not “remuneration used to induce physicians who already practice at other
hospitals to join the medical staff of a different hospital.” 70 Fed. Reg. at 59185. VHA does not
believe that this requirement is necessary from a fraud and abuse standpoint or advisable from an
EHR technology adoption standpoint.

The requirement is not necessary from a fraud and abuse standpoint because — with
respect to the inducement issue — one of the core requirements of the Pre-Interoperability
Exception already provides that “[n]either the eligibility of a physician for the items or services,
nor the amount or nature of the items and services” may be “determined in a manner that is
directly related to the volume or value of referrals or other business generated between the
parties.” § 411.357(w)(4) (proposed). Thus, from a fraud and abuse standpoint, the limitation on
permissible recipients is not necessary to achieve its objective. (On a more practical level, to the
extent a hospital provides EHR to a physician who is not on the hospital’s medical staff, it is
highly unlikely that the donation would be intended to induce the physician to make referrals to
the hospital or, therefore, that the donation would implicate any of the Stark law’s policy
objectives.)

The requirement is inadvisable from an EHR technology adoption standpoint because, as
CMS notes, hospitals have “a direct and primary patient care relationship” and “a central role in
the health care delivery infrastructure” and, as such, “are potentially in a better position [than
ancillary services providers] to promote widespread use of [EHR] technology that has the
greatest degree of openness and interoperability.” 70 Fed. Reg. at 59189. Under these
circumstances, it does not make sense to limit the ability of a hospital to offer EHR technology
— subject, again, to compliance with the seven core requirements — to as many physicians in
the community as possible.
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5. Value Cap

Although the Proposed Exception does not include a requirement limiting the value of
donated EHR items and services, CMS states in the preamble that it believes that “it would be
appropriate to limit the aggregate value of the protected software and directly related training
services that a DHS entity could provide to a physician under the exception.” 70 Fed. Reg. at
59189. In support of its proposal, CMS states that this “approach is consistent with the purpose
of the physician self-referral prohibition and would also minimize any competitive disadvantage
for smaller entities that do not have the financial resources or potential volume of technology
business of larger chains or organizations.” 70 Fed. Reg. at 59189.

VHA believes that the purpose of the Stark law will be amply served through compliance
with the core requirements. Indeed, CMS reached the same conclusion with respect to the
community wide health information systems exception — as well as the physician recruitment
exception, § 411.357(e), and the compliance training exception, § 411.357(0) — none of which
(1) require the referring physician to pay fair market value for benefits received from the hospital
(or other entity) at issue or (2) place any dollar (or other) limit on the value of the items or
services that may be furnished to the referring physician.

_ Nor does the value of EHR technology support a different result with respect to the Pre-
Interoperability Exception. In its Regulatory Impact Statement, CMS estimates “that, at most,
each physician would receive a total of $3,000 worth of donated items and services” under all
three of the proposed exceptions combined. 70 Fed. Reg. at 59195. Even taking into account the
fact that this is an estimate only, and does not include the costs of hardware, connectivity, etc., in
many (and perhaps most) cases, the value of the benefits provided to physicians pursuant to
recruitment arrangements, for example — in the form of income guarantees and the like — are
far greater than this; indeed, they often are well into the six figure category.

III.  Post-Interoperability Electronic Health Records Exception: § 411.357(x)

The proposed Post-Interoperability Exception would protect “software” and “directly
related training services” that are “necessary” to “receive, transmit, and maintain” EHR,
provided 10 requirements are met. § 411.357(x) (proposed). For the reasons set forth below,
VHA believes that the inclusion of eight of the 10 requirements — which we will refer to as
“core post-interoperability requirements” — coupled with a series of modifications to certain
other provisions of the Proposed Exception, will (1) be more than sufficient to ensure that the
arrangements at issue do not pose a risk of program abuse and (2) increase the likelihood that
donors and physicians will take advantage of the Exception and, therefore, that EHR technology
will be adopted in a more timely and comprehensive manner.
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A. Core Post-Interoperability Requirements

Six of the seven core pre-interoperability requirements (set forth in Section IL.A. above)
also are core post-interoperability requirements. (The exception is the requirement that the donor
cannot “limit or restrict unnecessarily the use or compatibility of the items or services with other
electronic health records items or services or electronic health information systems.”

§ 411.357(w)(2) (proposed).) The two non-“overlap” core requirements are as follows:

e First, the proposed Post-Interoperability Exception provides that the
technology at issue must be “certified in accordance with criteria adopted by
the Secretary that are in effect at the time of the donation.” § 411.357(x)(2).
(As noted in the preamble, this certification will include uniform industry
standards for interoperability, functionality, privacy and security. 70 Fed.
Reg. at 59190.)

e Second, the proposed Post-Interoperability Exception provides that the items
and services that are donated may “not include staffing of physician offices”
and may not be “used solely to conduct personal business or business
unrelated to the physician’s medical practice.” § 411.357(x)(8) (proposed).

For all of the reasons discussed with respect to the Pre-Interoperability Exception in
Section II above, VHA believes that the eight core post-interoperability requirements are more
than sufficient to ensure that the arrangements at issue will not pose a risk of program abuse.
Indeed, this position is even more compelling with respect to the Post-Interoperability Exception
because, as noted above, this Exception will require that all donated EHR comply with uniform
industry standards for interoperability. As CMS notes in the preamble:

Interoperable systems have the technical capacity to transmit and
receive information from other devices and applications in a secure
and intelligible manner. We believe that interoperability can serve
as an important safeguard against fraud and abuse, because a
requirement that protected technology be fully interoperable would
mitigate the risk that an entity could offer free or reduced price
technology to a referring physician as a means of maintaining or
increasing that physician’s referrals to the entity.

70 Fed. Reg. at 59186. Accordingly, VHA believes that the two non-core post-interoperability
requirements of the proposed Exception, as well as certain other provisions of the proposed
Exception, should be eliminated or modified as discussed below.
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B. Proposed Deletions & Modifications
1. Software/Services

For the reasons discussed in Section I1.B.1. above, assuming that the eight core post-
interoperability requirements are met, VHA does not believe that it is necessary or appropriate to
limit the types of non-monetary remuneration that may be protected by the Post-Interoperability
Exception to “software” and “directly related training services.” Instead, the Exception should
protect whatever items or services — including but not limited to hardware, software,
connectivity, and equipment installation, training and maintenance services and support — that
are, in fact, necessary for a particular physician to “receive, transmit, and maintain” EHR.

2. Electronic Prescribing Capability

Like the Pre-Interoperability Exception, the proposed Post-Interoperability Exception
requires that the EHR technology contain “electronic prescribing capability that complies with
the electronic prescription drug program standards under Medicare Part D at the time the items
and services are furnished.” § 411.357(x)(9) (proposed). Again, while VHA believes that the
provision of items and services that include electronic prescribing capability may (and should) be
protected by the Post-Interoperability Exception, VHA does not believe that a donor should be
required to include such capability.

3. Permissible Recipients

As under the Pre-Interoperability Exception, where the donor at issue is a hospital, the
only permissible recipients under the proposed Post-Interoperability Exception would be
members of the hospital’s medical staff. § 411.357(x)(1)(i) (proposed). For the reasons set forth
in Section I1.B.4. above, VHA does not believe that this requirement is either necessary or
advisable.

4. Value Cap

As in the case of the Pre-Interoperability Exception, CMS states in the preamble that it is
considering placing a limit on the value of the items and services protected by the Post-
Interoperability Exception. 70 Fed. Reg. at 59191. For the reasons set forth in Section II.B.5.
above, VHA does not believe that such a limit is either necessary or advisable.

IV.  Electronic Prescribing Exception: § 411.357(v)

The proposed Electronic Prescribing Exception would protect “hardware, software, or
information technology and training services” that are “necessary” and “used solely” to “receive
and transmit electronic prescription information,” provided eight requirements are met.
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§ 411.357(v) (proposed). For the reasons set forth below, VHA believes that the inclusion of
seven of these eight requirements — which we will refer to as “core prescription requirements”
— coupled with a series of modifications to certain other provisions of the proposed Exception,
will (1) be more than sufficient to ensure that the electronic prescription technology donation
arrangements do not pose a risk of program abuse and (2) increase the likelihood that donors and
physicians will take advantage of the Exception and, therefore, that electronic prescription
technology will be adopted in a more timely and comprehensive manner.

A. Core Prescription Requirements

Six of the seven core pre-interoperability requirements (set forth in Section ILA. above)
also are core prescription requirements. (The exception is the requirement that the arrangement
at issue must not violate the federal health care program anti-kickback law, or any Federal or
State law or regulation governing billing or claims submission.) The seventh core prescription
requirement provides that the items and services at issue must be “donated as part of, or [be]
used to access, an electronic prescription drug program that meets the applicable standards under
Medicare Part D at the time the items and services are furnished.” § 411.357(v)(2) (proposed).

For all of the reasons discussed in Sections II and III above with respect to the Pre- and
Post Interoperability Exceptions, VHA believes that the seven core prescription requirements are
more than sufficient to achieve CMS’ objectives, and that the one non-core prescription
requirement, as well as certain other provisions of the proposed Exception, should be eliminated
or modified as discussed below.

B. Proposed Deletions & Modifications
1. Hardware/Software/Services

The proposed Electronic Prescribing Exception would limit the types of non-monetary
remuneration that may be protected by the Exception to “hardware, software, or information
technology and training services.” § 411.357(v). In the preamble, however, CMS indicates that
it intends for the Exception to cover, “for example, hardware, software, broadband or wireless
internet connectivity, training, information technology support services, and other items and
services used in connection with the transmission or receipt of electronic prescribing
information.” 70 Fed. Reg. at 59184 (emphasis added). For the reasons discussed in
Sections I1.B.1. and IIL.B.1. above, VHA agrees that the Exception should be expanded to protect
whatever items or services — including but not limited to connectivity, and equipment
installation and maintenance services and support (including, for example, a help desk) — that
are, in fact, necessary for a particular physician to receive and transmit electronic prescription
information.
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2. Used “Solely”

The proposed Electronic Prescribing Exception would apply only to items and services
that can be used “solely” to receive and transmit electronic prescription information. In the
preamble, however, CMS notes that it is “mindful that hardware and connectivity services can be
used for the receipt and transmission of a wide range of information services, including, but not
limited to, electronic prescription information,” and “that many physicians may prefer to use a
single, multi-functional device, especially a hand-held, rather than multiple single-use devices.”
70 Fed. Reg. at 59185. “Similarly,” CMS notes, “many physicians may prefer to use a single
connectivity service.” 70 Fed. Reg. at 59185.

Accordingly, we are proposing to use our authority [to promulgate
Stark law exceptions] to create an additional exception to protect
the provision by DHS entities to physicians of hardware (including
necessary operating system software) and connectivity services
that are used for more than one function, so long as a substantial
use of the item or service is to receive or transmit electronic
prescription information.

70 Fed. Reg. at 59185.

For the reasons discussed in Section II.B.2 above, VHA does not believe that it is
practical or necessary to limit the types of items or services that can be protected to those that
can be used “solely” to receive and transmit electronic prescription information. Accordingly —
and consistent with CMS’ position in the preamble — VHA believes that protection should be
provided for any item or service that is used “for more than one function, so long as a substantial
use of the item or service is to receive or transmit electronic prescription information.”

However, given the regulatory complexity already posed by the Pre-Interoperability,
Post-Interoperability, and Electronic Prescribing Exceptions, collectively — coupled with those
parallel exceptions under development by the U.S. Department of Health & Human Services
Office of Inspector General (with respect to the federal health care program anti-kickback law)
— VHA would strongly encourage CMS, to the extent permitted by law, to affect this change as
part of the proposed Electronic Prescribing Exception and not as part of (yet) another proposed
Stark law exception.

3. Permissible Recipients

As under the Pre- and Post-Interoperability Exceptions, where the donor at issue is a
hospital, the only permissible recipients under the proposed Electronic Prescribing Exception
would be members of the hospital’s medical staff. § 411.357(v)(1)(1) (proposed). For the
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reasons set forth in Sections I1.B.4. and IT11.B.3. above, VHA does not believe that this
requirement is either necessary or advisable.

4. Value Cap

As in the case of the Pre- and Post-Interoperability Exceptions, CMS states in the
preamble that it is considering placing a limit on the value of the items and services protected by
the Electronic Prescribing Exception. 70 Fed. Reg. at 59186. For the reasons set forth in
Sections I1.B.5 and II1.B.4. above, VHA does not believe that such a limit is either necessary or
advisable. :

V. Additional Comments - “Volume or Value” Standard
A. Background

One of the Electronic Prescribing Exception’s requirements is that “[n]either the
eligibility of a physician for the items or services, nor the amount or nature of the items and
services, is determined in a manner that takes into account the volume or value of referrals or
other business generated between the parties.” § 411.357(v)(6) (proposed). According to the
preamble, compliance with this requirement would not “preclude selection criteria that are based
upon the total number of prescriptions written by a physician,” but it “would prohibit criteria
based upon the volume or value of prescriptions written by the physician that are dispensed or
paid by the donor, as well as any criteria based on any other business generated between the
parties.” 70 Fed. Reg. at 59187.

The Pre-Interoperability Exception has an identical requirement: “[n]either the eligibility
of a physician, nor the amount or nature of the items and services, is determined in a manner that
takes into account the volume or value of referrals or other business generated between the
parties.” § 411.357(w)(4) (proposed). In the preamble, however, CMS does not offer any
examples of conduct that would meet (or fail to meet) this requirement.

Finally, the Post-Interoperability Exception has a similar — but not identical —
requirement: “[n]either the eligibility of a physician for the items or services, nor the amount or
nature of the items and services, is determined in a manner that is directly related to the volume
or value of referrals or other business generated between the parties.” § 411.357(x)(4)

(proposed).

Whereas the Electronic Prescribing and Pre-Interoperability Exceptions use the phrase
“determined in a manner that takes into account the volume or value of referrals or other
business generated between the parties,” the Post-Interoperability Exception uses the phrase
“determined in a manner that is directly related to the volume or value of referrals or other
business generated between the parties.” The Post Interoperability Exception then goes on to
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state that a “determination is deemed not to be directly related to the volume or value of referrals
or other business generated between the parties” if:

¢ “[t]he determination is based on the total number of prescriptions written by
the recipient,”

e “[t]he determination is based on the size of the recipient’s medical practice
(for example, total patients, total patient encounters, or relative value units),”

e “[t]he determination is based on the total number of hours that the recipient
practices medicine,”

e “the determination is based on the recipient’s overall use of automated
technology in his or her medical practice (without specific reference to the use
of technology in connection with referrals made to the donor),”

¢ “[t]he determination is based on whether the physician is a member of the
hospital’s medical staff, if the donor is a hospital,” or

¢ “[t]he determination is made in any reasonable and verifiable manner that is
not directly related to the volume or value of referrals or other business
generated between the parties.”

B. Comments

VHA strongly recommends that CMS adopt a single standard for purposes of all three
proposed Exceptions. The term “takes into account” is vague, ambiguous and has no commonly
understood meaning, and the term “directly related to” falls into the same category. Instead of
requiring providers and practitioners to attempt to divine the meaning of and apply both of these
standards, CMS should select one and incorporate it into each Exception.

Relatedly, whichever standard is adopted, CMS should clearly define it — with multiple
examples of conduct that both meets and does not meet the standard — in each of the three
Exceptions. As noted above, in the text of the Post-Interoperability Exception, CMS provides
several helpful examples of conduct that meets the “directly related to” standard. In addition, in
the preamble, CMS provides one example of conduct that meets and one example of conduct that
does not meet the “takes into account” standard in the Electronic Prescribing Exception.
However:

e in the text of the Electronic Prescribing Exception, CMS does not provide any
examples of conduct that meets the “takes into account” standard or conduct
that does not meet this standard;



Dr. McClellan
December 9, 2005
Page 16

e in the text of the Pre-Interoperability Exception, CMS does not provide any
examples of conduct that meets the “takes into account” standard or conduct
that does not meet this standard; and

e in the text of the Post-Interoperability Exception, CMS does not provide any
examples of conduct that does not meet the “directly related to” standard.

The need for examples and “bright lines” is two-fold. First, as noted above, the terms
“takes into account” and “directly related to” are not self-defining. Second, because the Stark
law is, in essence, a strict liability statute, in the absence of bright lines — allowing providers
and practitioners to be sure that their financial relationships do not preclude patient referrals —
the three Exceptions simply will not be used, thereby undermining their principal policy
objective (i.e, to promote the rapid and widespread adoption of electronic prescribing and EHR
technology).

Finally, in addition to selecting a single standard and defining it clearly and with multiple
examples (in each Exception), CMS should ensure that the definitions of the standard selected
permit the dissemination of electronic prescribing and EHR technology under the broadest
possible circumstances. By way of example only, a hospital should be able to use selection
criteria such as (1) the size of the medical practice at issue (as the rapid and widespread adoption
of electronic prescribing and EHR technology is more likely to be achieved efficiently and
effectively through larger groups), (2) physician specialty, (3) the level of utilization of current
hospital or other health care information technology systems, and/or (4) the level of participation
in hospital and medical staff activities.

* ok ok

In closing, on behalf of VHA and its members, I would like to thank CMS for providing
us this opportunity to comment on the Proposed Exceptions. Please feel free to contact me at
(202) 354-2607 if you have any questions or if VHA can provide any assistance as you consider
these issues.

Respectfully submitted,

E LA T Dk

Edward N. Goodman
Vice President, Public Policy
VHA Inc.



DEC -9

SOUTH CAROLINA HOSPITAL ASSOCIATION
1000 CENTER POINT ROAD » COLUMBIS, SC 29210-5802 + P BO3. 79 3080 = F 503, 796 2998 + Wevw SCHA CORG

December 8, 2005

Mark B. McClellan, M.D., Ph.D.

Administrator, Centers for Medicare & Medicaid Services
200 Independence Avenue, S.W.

Room 445-G

Washington, DC 20201

Re: CMS-1303-P; Medicare Program,; Physicians’ Referrals to Health Care Entities With
Which They Have Financial Relationships; Exceptions for Certain Electronic Prescribing
and Electronic Health Records Arrangements, Proposed Rule.

Dear Dr. McClellan:

On behalf of our 90+ member hospitals and health care systems, the South Carolina Hospital
Association (SCHA) appreciates the opportunity to comment on the proposed rule regarding
exceptions for certain electronic prescribing and electronic health records arrangements. We
concur with the comments previously submitted by the American Hospital Association.

The proposed rule seeks to give hospitals more flexibility with protections from prosecution
under the Stark law when they provide physicians on their medical staffs with certain IT
items and services under three scenarios:

1. Provision of resources for e-prescribing;

2. Provision of electronic health record (EHR) software and directly-related training in
advance of national standards for interoperability; and

3. Provision of EHR software and directly-related training after national standards for
interoperability have been adopted and incorporated into a certification process.

The proposed rules define the protected arrangements, including those between hospitals and
members of their medical staff who routinely furnish services at the hospital. Conditions
include limitations on the covered technology, a requirement that the donated items are not
“technically or functionally equivalent” to items the recipient already has, and documentation
requirements. The exception also states that the donor must not consider the volume or value




of referrals or other business generated between the physician and the donor, and must
comply with the anti-kickback statute.

Pre- and post-interoperability periods

The proposed rule outlines two distinct EHR exceptions — one in the pre-interoperability
period and one post-interoperability. The demarcation between these periods would be the
adoption of EHR certification criteria by the Secretary, including interoperability criteria.
The exception would be slightly broader in the post-interoperability period.

While hospitals share the goal of achieving interoperability, tying the broader Stark
exception to a certification process that does not yet exist will not provide the clarity or
flexibility needed for hospitals to feel comfortable

Given the uncertainty surrounding certification, the SCHA urges CMS to adopt a single
exception without the certification requirement, not two exceptions for the pre- and post-
interoperability periods.

Defining “necessary”

The MMA limited the exception to “necessary” items or services, but we believe CMS has
defined “necessary” too narrowly. Expressing concerns about increased risks of recipients
intentionally divesting themselves of technology items or services they already have, CMS
states explicitly that the exception would not cover the provision of items or services that are
“technically or functionally equivalent” to those the recipient currently poses or has obtained.
CMS, however, indicates that it does not interpret “necessary” to preclude upgrades that
significantly enhance the functionality of the item or service. CMS offers no further
guidance on the meaning of “technically or functionally equivalent” or what is meant by
“significantly enhance the functionality” of the item or service. Rather the recipient would
be required to “certify” that items and services to be donated are not equivalent.
Additionally, the donor must not have actual knowledge of, and act in reckless disregard or
deliberate ignorance of, the fact that the recipient possesses or has obtained such equivalent
items or services.

Recipients are unlikely to possess the sophisticated level of understanding of capabilities and
functionalities of available technology items and services that this standard seems to require.
The burden and expense of making such determinations, therefore, is likely to fall primarily
on hospitals and others who are donating the technology. Without clearer guidance on the
terms used in the regulation and precisely how to make equivalency determinations, hospitals
will not have confidence in the proposed exception. For example, if a physician already has a
hand-held device that would be sufficient to run the requisite EHR software, but would
require extensive and costly modifications to enable it to communicate with the hospital’s
existing information system, would a replacement be characterized as “technically or
functionally equivalent?”” CMS should offer guidance that enables any physician to make the
required equivalency determination without needing to engage expensive technical and legal
consultation services. In addition, CMS should facilitate sharing technical information about
equivalency across donors and recipients so that they can take advantage of existing
information and avoid duplicative efforts.

Covered technology




The proposed rule narrowly defines the covered technology as EHR software that does not
include administrative functions but does include e-prescribing modules that conform to
Medicare Part D standards just published. Directly-related training is the only permitted
support under the proposed rule. :

SCHA is concerned with the narrow definition of covered technology. The products on the
market increasingly integrate administrative functions with the clinical EHR. Many
situations require merging administrative and clinical data: clinical data must be accessed to
support automatic prescription refill authority, clinical data must be aggregated for quality
reporting, bills are derived from the clinical record, etc.

Furthermore, while software and directly-related training clearly are important to physician
adoption of EHR, they are not sufficient. Physicians may not have the technical knowledge
Or resources to procure, implement and manage all of the necessary items. In addition, as
hospitals expand their IT systems, they must incorporate communication and data transfer
capability to physician offices into their IT infrastructures. In a wired health care system,
physician access to hospital IT systems and communication between hospitals and physicians
will be as necessary to providing high quality care as use of an operating room and recovery
suite. Hospitals will need to maintain this IT infrastructure and protect its security and
integrity. For these reasons, hospitals may want to provide other kinds of support to
physicians to ensure that implementations are successful and information can be exchanged
safely, such as:

* TI lines or other enhanced broadband connectivity, including those needed to support
transfer of medical images and EKGs, particularly in rural areas. This may include
related software and hardware, such as routers to speed download times.

* Secure connections and messaging. Without ensuring that physician office systems
have adequate security protocols and secure messaging, hospitals could put their own
IT systems at risk when they connect.

* Ongoing maintenance and support. If physician office systems are not upgraded and
maintained in the same manner as hospital systems, the ability to share clinical data to
improve care will not be sustained.

* Interfaces. If a physician office already has an EHR that is not easily interoperable
with the hospital system, the hospital may wish to provide the programming and
software needed to interface the two systems. This kind of support clearly promotes
interoperability, but is not allowed under the proposed exception.

Given the nature of technology, many of these items are multifunctional. For example,
physicians could use the connectivity that allows them to exchange data with the hospital to
also access general internet sites. However, it is not practical, and does not promote
interoperability, if physician offices must use a connection only to exchange data with a
given hospital. We urge CMS to define multifunctional connectivity, including related
software and hardware, as covered technology. Incremental approaches may be possible,
where the technology necessary for connectivity is covered, while any costs associated with
additional uses are borne by the physician.




Permissible donors and selection of recipients

Permissible donors are those in the protected arrangement between a hospital and physicians
who are members of the medical staff that routinely furnish services at the hospital.
However, the growth of hospitalists and intensivists means that many physicians are
admitting patients to the hospital, but not furnishing services in the hospital. In these cases,
the need for clinical information exchange is even greater, since the hospital-based physician
in charge of the patient will not have the same knowledge as the admitting physician.
Similarly, many physicians refer patients to hospitals for outpatient care, and would benefit
from having electronic access to test results that they can incorporate into their own EHRs.
Therefore, the SCHA urges CMS to change the criteria to physicians on the medical staff
whose patients frequently receive inpatient and outpatient care at the hospital.

While allowing hospitals to donate covered technology to members of the medical staff, the
proposed rule states that IT cannot be used to entice physicians away from other hospitals.
While the SCHA understands the pro-competitive intent of this restriction, it puts hospitals in
a difficult spot. Will offering covered technology to all members of the medical staff —
including new members — be construed as an attempt to entice physicians away from other
hospitals? If so, how can they ensure all physicians are connected? The SCHA urges CMS to
drop this provision to allow hospitals to work with new members of their medical staff,
without being seen as trying to entice physicians from other hospitals.

The kinds of criteria that hospitals might want to use, and which would need protection,
include:
e Participation in hospital quality improvement activities;
e Participation in medical staff meetings and activities;
» Specialty (the need to exchange data is often greatest for internal medicine or general
practice);
Department (IT systems are often rolled out by department);
Readiness to use health IT;
Consistent use of hospital-based IT systems, such as order-entry functions;
Acting as a physician champion of hospital-based IT systems;
Willingness to serve as a trainer for other physicians;
Size of medical practice (it can be more efficient and effective to work with larger
practices, which are often more ready to adopt IT); or
» Willingness to contribute some resources to the IT project

Cap on value
CMS suggests that it would be “appropriate to limit the aggregate value” of the technology a

donor could provide to a recipient under the exception, believing that such a limit would
minimize the potential for fraud and abuse. The SCHA believes that current imposition of
any cap on the value of donated technology is, at best, premature and may unnecessarily and
inappropriately inhibit wide-spread adoption. Hospitals’ available financial resources
necessarily will limit their ability to donate technology and related services to physicians and
we are unlikely to see an explosion of hospital purchases of expensive and unnecessary
technology as a result of the creation of an EHR-related Stark exception.



Other conditions

The SCHA applauds CMS for including the condition that physicians cannot make receipt of
technology a condition of doing business with a hospital. Not all hospitals are in a position
to assist physicians in adopting EHRs and they should not be coerced into doing so.

The proposed rule also requires that covered arrangements not violate the anti-kickback law.
Given this condition, the impact of any exception to the Stark regulations on physician use of
IT will be minimal if there is not a parallel safe harbor to the anti-kickback regulations.
While the anti-kickback statute requires intent of wrong-doing, and is therefore more difficult
to violate, the severity of the criminal penalties limit hospitals’ willingness to act without
specific guidance. The SCHA is also submitting comments to the OIG on their proposed
rule. .

Thank you again for the opportunity to comment on this proposed rule.
Sincerely,
Trudy Solomon, VP

cc: SCHA Member Hospitals
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BY EXPRESS MAIL

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1303-P, Mail Stop C4-26-05
7500 Security Boulevard

Baltimore, Maryland 21244-1850

Re: Medicare Program: Physicians’ Referrals to Health Care Entities With Which
They Have Financial Relationships; Exceptions for Certain Electronic
Prescribing and Electronic Health Records Arrangements
File Code: CMS-1303-P

To Whom It May Concern:

I am writing on behalf of athenahealth, Inc. (“Athena”) to comment on the proposed rule
creating exceptions to the physician self-referral prohibition in section 1877 of the Social
Security Act (the “Act”) for certain electronic prescribing and electronic health records
arrangements (the “Proposed Rule”).

We applaud the Department of Health and Human Services (HHS) and the Centers for
Medicare and Medicaid Services (CMS) for seeking to remove financial and legal
barriers to the adoption of interoperable electronic health records. In our view, the
Proposed Rule is an important first step in addressing these barriers. However, as
discussed further below, we believe the Proposed Rule requires modification to more
clearly protect the full range of information technology solutions available in the
marketplace.

Accordingly, we recommend a number of changes to the Proposed Rule. Most
importantly, we offer a revised definition of Covered Technology that expressly protects
integrated information technology solutions that combine software functionality, services,
and transaction process guidance.

Executive Summary

We have organized our comments into several sections.

e First, we provide background information on Athena and its information
technology products, services and business model. This information provides an

athenahealth, Inc. 311 Arsenal Street Watertown, MA 02472 www.athenahealth.com
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The integrated solution therefore offers tremendous advantages, considering that the vast
majority of physician practices are not configured to provide these services themselves or
to source them elsewhere. Not only is a practical result — the result that most physician
practices seek — provided by a single source, but the integrated solution also contributes
to a more reliable and accurate result by centralizing and standardizing the services that
surround technology. For example, an EHR that is bundled with a PMIS to use a shared
patient demographic data base avoids the potential for error (and for the attendant
possible bad medical results) that would be involved in a transfer of demographic data
between the systems, either by hand or even on a batched electronic basis.

B. Comments on “Background” Section of Proposed Rule

In this section, we offer our views on the principles that should guide the Proposed Rule
and the exceptions it creates.

We agree wholeheartedly with the comments in the Background section of the Proposed
Rule concerning the benefits of information technology and the need for HHS to
encourage its adoption. Moreover, we concur with the belief expressed therein that
“interoperable electronic health records systems...can mitigate many of [HHS’] concerns
regarding the potential anti-competitive effects of stand-alone electronic health records
systems” (70 Fed. Reg. at 59183), as well as the risk of program abuse.

We urge HHS to expressly articulate in its final regulations on this matter certain
overriding principles that should guide the creation and interpretation of its new
exceptions and safe harbors. We recommend the adoption of five key principles, as
follows:

o The Proposed Rule should not discourage physicians from selecting the
technology solution that best fit their needs, provided those solutions are
consistent with the federal government’s objectives of promoting the use of
interoperable health information technology. The federal government should not
take action that favors one solution over another, but rather should allow the
marketplace to work unfettered by regulatory bias or preference. Specifically, the
Proposed Rule must expressly protect integrated technology solutions such as
Athena’s, on no less favorable terms than any other solution that meets HHS’
interoperability test.

» The Proposed Rule should not discourage the adoption of comprehensive clinical
functionality. While the federal government may adopt standards for certain
clinical applications faster than for others (e.g., electronic prescribing), it should
encourage the adoption of comprehensive electronic health record (EHR)
applications, functionality and enabling services as soon as possible. In fact,
comprehensive solutions, rather than stand-alone software applications or
hardware, are far more likely to be adopted successfully because they deliver a
greater return on investment to physician practices.




o The Proposed Rule should protect integrated technology products and services
(e.g., those that include both administrative and clinical functionality). provided
such products and services enable, as a core component of their functionality, the
creation and maintenance of interoperable health records and data exchange
capability, and the execution of electronic transactions. As described above,
integrated products and services such as Athena’s are proving attractive to large
segments of the physician community (particularly smaller and mid-sized
physician practices, and those in rural and other underserved areas) because they
offer a complete solution to such practices’ technology needs.

o The Proposed Rule should promote not only the adoption of interoperable
electronic health record systems, but also the use of those systems. Indeed, the
objectives of HHS will not be served if theoretically interoperable EHRs are not
in fact used. The adoption of interoperable electronic health record systems,
consisting of hardware, software, information technology support, connectivity
services, training, and related transaction support services, will result in the
creation and maintenance of EHRs and the exchange of clinical data among
providers, suppliers, payers and others in an accurate, secure, and effective
manner.

* The Proposed Rule should protect qualified technology products and services,
whether directly installed at and operated by physician practices, or web-based
and serviced by third party companies. The focus of this regulation should be on
results rather than methods. As demonstrated by the description of Athena’s
product and service offering above, a third party company can perform invaluable
integrated technology services, in such areas as interface development, data
conversion, and administration of data exchange, that actually enable
interoperability among physician practices and their trading partners.

The principles set forth above share a common theme: the Proposed Rule must protect
technology solutions — including integrated software and services solutions — that
promise to deliver the policy outcome desired by HHS and many others, namely truly
interoperating EHR systems. We detect a concern in the Proposed Rule that the only way
to address fraud and abuse risks is to narrow the definition of Covered Technology,
thereby reducing the remuneration provided by technology donors to physicians. We
maintain that this approach threatens to frustrate the very policy objective underlying the
promulgation of the Proposed Rule.

As outlined below, we believe that CMS can address its fraud and abuse concems by
limiting the value of donated Covered Technology during the pre-interoperability period
and requiring physicians to bear some of its cost, and by carefully establishing Product
Certification Standards thereafter to only protect truly interoperating systems.

C. Comments on Specific Provisions of Proposed Rule

We set forth below our comments on specific provisions of the Proposed Rule. We have
also attached a chart that summarizes our comments along side the categories used by




HHS in its outline of the Proposed Rule. As described in that chart, our comments pertain
to each of the exceptions proposed by CMS, i.e., the electronic prescribing exception, the
pre-interoperability electronic health records exception, and the post-interoperability
electronic health records exception.

1.

Covered Technology

Problem with current draft: The definition of protected Covered Technology in
both the proposed electronic prescribing exception and safe harbor, and the
electronic health records exceptions and safe harbors, is too narrow. The Proposed
Rule protects the provision of items and services that are “necessary and used
solely” to transmit and receive electronic prescribing drug information, or receive,
transmit, and maintain electronic health records, respectively. This definition
could be interpreted to exclude integrated, multi-function technology products and
services of the type that Athena offers — even though they accomplish electronic
prescribing and electronic health record data exchange.

Further, the definition of Covered Technology in the electronic health records
exception during the pre-interoperability period (i.e., until Product Certification
Standards are adopted by the Secretary of Health and Human Services (the
“Secretary”)) is limited to “software and directly related training services.” This
definition could also be viewed as excluding integrated software and services
solutions.

Moreover, the proposed definition of protected Covered Technology in the post-
interoperability period is limited to “certified EHR software and directly related
training services.” Protected Covered Technology cannot include “any billing,
scheduling, or other similar general office management or administrative software
or services, nor ... staffing of physician offices.” Although the commentary to
the Proposed Rule invites comments on this provision and suggests an openness
to the inclusion of administrative software or services if EHR software is a “core
function of the donated technology” (see 70 Fed. Reg. at 59190), even this
flexibility might not cover integrated products and services.

Since the Stark Law and Anti-Kickback Statute have such a broad reach and carry
such serious penalties, the failure to include an express exception for integrated
technology and services in the Proposed Rule may lead providers and others in
the health care industry to conclude that they are not protected.

Accordingly, physician practices that use or wish to use integrated technology
solutions may not be able to obtain assistance from potential donors of electronic
technology, even though it is their system of choice.

Proposed solution: We suggest that the Proposed Rule be modified to correct the
problems identified above as follows: '

o The definition of protected Covered Technology should:




Include “qualified health information technology” meaning “hardware,
software (whether installed locally or web-based), license, right,
intellectual property, equipment, or other information technology, or
related services, used in connection with the creation and maintenance of
interoperable health records and data exchange capability, and the
execution of electronic health transactions including, without limitation,
electronic prescribing transactions.”

° Define “related services” as “support, connectivity, training and other
items and services.”

© Expressly protect “integrated or bundled products and services (including
physician office administrative functionality) that enable, as a core
component of their functionality, the creation and maintenance of
interoperable health records and data exchange capability and the
execution of electronic health transactions.”

o The Proposed Rule should not differentiate the components of protected
Covered Technology during the pre-interoperability and post-interoperability
periods. Instead, until there are Product Certification Standards in place,
physicians should be able to receive Covered Technology (as defined above)
from donors, subject to a dollar cap on the value of protected Covered
Technology.

2. Standards with Which Covered Technology Must Comply

Problem with current draft: The Proposed Rule calls for Covered Technology to
meet the Product Certification Standards for electronic health records adopted by
the Secretary. Athena is concemned that these standards may not expressly
encompass integrated technology solutions that go beyond traditional licensed
EHR software. '

Proposed solution: The Proposed Rule should require that the Product
Certification Standards for electronic health records expressly cover any
technology or technology bundled service that enables, as a core component of its
functionality, the creation and maintenance of interoperable health records and
data exchange capability, and the execution of electronic health transactions.

3. Permissible Donors

Problem with current draft: The Proposed Rule includes group practices in the
category of permitted donors of Covered Technology. As such, the Proposed
Rule could be interpreted to prohibit group practices from making Covered
Technology available to its members without compliance with the new regulation.
This confusion may have the unintended consequence of discouraging group
practices from adopting Covered Technology.




Proposed solution: The Proposed Rule should expressly provide that group
practices meeting the current Stark Law definition of bona fide group practices
are not subject to the requirements of the new regulation with respect to any
technology and service that they provide to practice members.

. Value of Protected Technology

Problem with current draft: The Proposed Rule invites comment on “whether to
limit the aggregate value of all items and services provided to a physician from a
single donor.” Further, the Proposed Rule suggests that the cap would be
increased during the post-interoperability period.

While we understand the desire for some limit on donations of protected Covered
Technology during the period before Product Certification Standards are adopted,
we do not believe a cap is required in the post-interoperability period. Product
Certification Standards will ensure that Covered Technology is interoperable and
in doing so will define what is necessary for interoperation. The adoption of
interoperating health record systems offers the best protection against the feared
risks of program abuse (including the rewarding of referrals of Federal health care
program business) because such systems enable physicians to transact business
with any and all trading partners. Essentially, the ability of physicians using a
technology to establish relationships, make referrals and to conduct transactions
without constraint is the best guarantee that a donor of that technology will not
have undue influence over medical choices or that physicians will not perceive
themselves as beholden to or dependent on that donor.

Proposed solution: To mitigate the potential risk of abuse prior to the adoption of
Product Certification Standards, the Proposed Rule should cap the value of
protected Covered Technology that can be donated by any one donor in any given
calendar year at the lesser of (a) a specified percentage of the cost of such
Covered Technology and (b) a fixed dollar amount per physician. At this time, we
do not express an opinion on how to set the specified percentage and fixed dollar
amount. Nonetheless, we believe the important point is that requiring a physician
to bear some portion of the costs of the donated Covered Technology will ensure
that the physician continues to act as a discriminating consumer of goods and
services. This result will promote a more responsive and competitive technology
vendor marketplace — which we welcome — as well as mitigate the risk that donors
will offer physicians elaborate technology in the hope of inappropriately
influencing referral relationships.

Following the adoption of such Product Certification Criteria, however, there
should be no limit on the value of donations of Covered Technology, provided
that aggregate donations do not exceed the fair market value of the Covered
Technology and donors and recipients are in compliance with the other provisions
in the Proposed Rule. '
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Lastly, the Proposed Rule should expressly provided that donated Covered
Technology costs include both upfront costs (including implementation costs) and
ongoing product and service costs.

We are prepared to submit additional information in support of our comments, and to
answer any questions that may arise. We are also ready to meet with CMS officials to
claborate on any aspect of our comments. If you would like to contact us, please contact
Christopher  Nolin,  Athena’s  General Counsel at  781-392-0256 or
cnolin@athenahealth.com. ‘

Sincerely,
e

/ Jonathan Bush
President and CEO
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Corporate Headquarters PO Box 1070 fax 802.865.3681
Burlington, VT 05402 url www.idx.com
December 9, 2005
C 12 5

The Honorable Mark McClellan, MD, Ph.D.
Administrator

Centers for Medicare and Medicaid Services
US. Department of Health and Human Services
Baltimore, Maryland 21244-1850

Dear Dr. McClellan:

IDX is pleased to submit our comments regarding the Centers for Medicare and Medicaid (QMs)
Proposed Rule on providing Stark Regulation Exception for electronic prescription services (eRx)
and Electronic Health Records (EHRs). We appreciate the efforts that you and your colleagues at
the Office of the Inspector General have made in offering pragmatic regulations regarding the
application of safe harbors for eRx and EHRs. The proposed Anti-Kickback Statute Exception,
along with the proposed Safe Harbors for eRx and EHRs, are important regulatory tools that should
be used cautiously in the absence of market forces that would otherwise provide the incentives to
enable adoption of health information technology.

IDX believes that Safe Harbors for healthcare IT should be allowed only if the exemptions required
the donating entities (e.g., hospitals) and receiving entities (e.g. physicians) to implement
interoperability policies and standards that would not limit or restrict the exchange of patient health
information with any other IT system necessary. These interoperability policies and standards
would ensure portability of information to improve the quality, safety and efficiency of the patient’s
health management, and should be the foundation for any exemptions considered for eRx and

EHRs.

As the Department’s strategy changes from a reactive, late stage healthcare delivery model to a
proactive, early health model that empowers consumers to manage their health, it is essential that the
healthcare delivery infrastructure ensure the portability of a patient’s health information. Portability
provides patients the flexibility to choose services based on what providers offer, with
competitiveness driven by differentiation of quality and cost of care. For physicians to be
competitive in such a market-based healthcare delivery system, they must be empowered with the
choice of IT systems that provide the best benefits to their patients, such as the ability to negotiate
services contracts with additional or alternative providers.

The enabler for patient information portability is in ensuring interoperability amongst all IT systems
in the range of care that the patient encounters, where interoperability is defined as the uniform and
efficient movement of electronic healthcare data from one system to another, such that the clinical
or operational purpose and meaning of the data is preserved and unaltered. Interoperability
requirements have a technology component and a policy component.
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IDX recognizes that interoperability technology, as expressed in the various standards and verified
through product certification, will not guarantee that the interoperability required in the certified
products will be deployed in a manner that ensures its intended use, and as a result the pre-
interoperability and post-interoperability phases proposed by CMS and OIG will not achieve their
intended effect. Therefore, IDX believes that interoperability policies must be used to drive the
market to demand the technology component of interoperability of eRx and EHRs. With the
exception of the Federal Government, no stakeholder with market power in the healthcare industry
today has strong incentives to demand interoperability.

We believe that the healthcare industry will move with speed and creativity to achieve
interoperability only if government financial and regulatory incentives are predicated upon the
achievement of interoperability in actual care settings. As in any other industry, innovation and
value in healthcare systems will be accelerated with robust competition. Interoperability is a
precondition for robust competition. If government financial and regulatory incentives for
healthcare IT adoption are introduced without strong policies to drive interoperability, current
proprietary platforms will be extended into the marketplace and will stifle competition, innovation
and value in healthcare IT systems.

Government mandated interoperability standards will always lag product and market innovations,
which is why IDX believes that interoperability requirements must be driven by predicating the
receipt of government financial and regulatory incentives on conditions that demand interoperability
in practice. In our response, we have provided suggestions on how the Stark and Anti-kickback safe
harbors can be structured to incentivize the market to drive rapid interoperability. IDX believes that
interoperability does not need to be sacrificed to achieve widespread adoption of healthcare IT.

Rather, with careful crafting of the safe harbors we can achieve widespread adoption of IT in an
interoperable framework.

We look forward to working with the Department and our healthcare industry colleagues to make
responsible changes to the Stark and Anti Kickback Act regulations that will advance HIT
implementation in support of improved patient safety and healthcare quality. If you have any
additional questions please contact me, at (802) 859-6506, tom_horton@idx.com.

Sincerely,

Thomas G. Horton
Sr. Vice President
Strategy and Business Development




IDX Response to HHS Proposed Regulations Providing Stark.Excepﬁons and Anti Kick
Back Act Safe Harbors for Electronic Prescribing and Electronic Health Records

December 12, 2005
Response Owerview for OIG-405-P & CMS 1303-P

IDX is pleased to submit our comments regarding the Centers for Medicare and Medicaid CMS-
1303-P and Office of the Inspector General (OIG) OIG-405-P Proposed Rules on Stark Regulation
and Anti-Kickback Statute exceptions respectively for electronic prescription services (eRx) and
Electronic Health Records (EHR). The proposed Stark Regulation Exception, along with the
proposed Safe Harbors for eRx and EHR, are important regulatory tools that should be used
cautiously in the absence of market forces that would otherwise provide the incentives to enable
adoption of health information technology.

IDX believes that safe harbors for healthcare I'T should be allowed only if the exemptions required
the donating entities (e.g., hospitals) and receiving entities (e.g. physicians) to implement
interoperability policies and standards that would not limit or restrict the exchange of patient health
information with any other I'T system necessary. These interoperability policies and standards
would ensure portability of information to improve the quality, safety and efficiency of the patient’s
health management.

As the Department’s strategy changes from a reactive, late stage healthcare delivery model to a
proactive, early health model that enables higher quality and efficiency through consumer
empowerment, it is essential that the healthcare delivery infrastructure ensure the portability of
consumer health information. Portability provides patients the flexibility to choose and manage
services based on what providers offer, with competitiveness driven by differentiation of quality and
cost of care. For physicians to be competitive in such a market-based healthcare delivery system,
they must be empowered with the choice of IT systems that provide the best benefits to their
patients, such as the ability to negotiate services contracts with additional or alternative providers.

The enabler for portability is in ensuring interoperability amongst all IT systems in range of care that
the patient encounters, where interoperability is defined as the uniform and efficient movement of
electronic healthcare data from one system to another such that the clinical or operational purpose
and meaning of the data is preserved and unaltered. Interoperability requirements have a technology
component and a policy component. The technology component includes the data standards and
integration profiles used to describe the structure, format and context of data being exchanged. The
interoperability policy component provides the “rules of the road” as to what minimum types of
data should be exchanged and the equity of availability of the information to all entities that require
exchange capability within the range of care required by patient.

IDX recognizes that interoperability technology, as expressed in the various standards and verified
through product certification, will not guarantee that the interoperability required in the certified
products will be deployed in a manner that ensures its intended use, and as a result the pre-
interoperability and post-interoperability phases proposed by CMS and OIG will not achieve their
intended effect. Therefore, IDX believes that the interoperability policy component must be used
to drive the market to demand the technology component of interoperability of eRx and EHR.




With the exception of the Federal Government, no stakeholder with market power in the healthcare
industry today has strong incentives to demand interoperability.

IDX believes that the healthcare industry will move with speed and creativity to achieve
interoperability only if govemnment financial and regulatory incentives are predicated upon the
achievement of interoperability in actual care settings.  As in any other industry, innovation and
value in healthcare systems will be accelerated with robust competition, and interoperability is a
precondition for robust competition. If govemment financial and regulatory incentives for
healthcare I'T adoption are adopted without strong policies to drive interoperability, current
proprietary platforms will be extended into the marketplace and will stifle competition, innovation
and value in healthcare IT systems.

Government mandated interoperability standards will atways lag product and market innovations,
which is why IDX believes that interoperability requirements must be driven by predicating the
receipt of government financial and regulatory incentives on conditions that demand interoperability

1n practice.

A summary of IDX’s key recommendations regarding the proposed safe harbor regulations for eRx
and EHR is given below, with detailed explanations in the appropriate comment sections that follow

this summary.

A. IDX supports including EHR software, including any ancillary systems/ components such as
billing, scheduling and practice management in the definition of permitted donations so long
as such software includes the required components of eRx software. IDX believes that
providers should have maximum choice in determining the vendor applications that will be
donated. Most vendor solutions are integrated EHR applications rather than stand-alone
eRx modules. Expanding the definition of what may be donated will ensure that
competition among vendors, as one of the preferred vendors for the donated solution will
be maximized. This will help ensure that donors have many choices to drive the highest
value solutions for donation to providers. The definition of an EHR must not explicitly or
implicitly be only the EHR/ clinical component or combined EHR/ Practice management
components. It must be any component of information management software used bya
physician or medical group to operate the medical practice, e.g., Practice Management
applications that have additional decision support capabilities that allow for more robust
EHR (eligibility and claims data). Data from billing and scheduling systems is foundational
data by which portability of patient information is established. Any incentive that does not
recognize these existing capabilities as integral prerequisites to the exchange of clinical health
information will be counterproductive.

B. IDX supports the NPRM requirement that donated software/systems cannot be used to
replace existing capabilities already in place at the physician practice.

*  Donated software should be interoperable or made to be interoperable with existing
provider IT systems (ie., billing, scheduling, practice management systems), provided
that those legacy IT system vendors can provide an upgrade path to standards-based (as
required by OCHIT or HITSP) interoperability requirements.

® Donation can include the integration services necessary to ensure interoperability with
other I'T systems deemed necessary by the physician.



* Donating software should be seen as providing extensibility to existing IT capabilities

already in place in the physician practice.

* Inorderto prevent the delay of the implementation of healthcare IT by providers in
anticipation of future donated healthcare I'T, providers who have implemented
technically or functionally equivalent software must be assured that their previously
implemented equivalent systems are entitled to reimbursement by the donor in an
amount equal to the lesser of the fair market value of the donated technology or the
donated value cap. In addition, the donor must assure providers entitled to the donation
that any previously purchased technology that is equivalent to donated technology will
be integrated into the donor technology system so long as the previously purchased

equivalent technology adheres to then current or anticipated federally mandated
standards.

C. IDX supports capping the value of the donated eRx and EHR software donating
proprietary solutions lock in incumbent vendors and provider referral networks. Therefore,
both vendors and donors who benefit from locking in proprietary platforms and referral
networks will subsidize incumbent proprietary platforms. The cost of interoperability will be
borne by someone. IDX believes that the best way to protect against the lack of innovation
and competition that will result from the lock in of incumbent vendors and provider referral
networks is to ensure that there is a level playing field in the competition for the purchase of
software that will comprise the donated technology. The way to ensure this is to cap
donated software at no more than a predetermined dollar amount. Up to that dollar amount
could be used for either the purchase of donated software or for any other software
equivalent to the donated software, which could be shown to have a path toward integration
with the donated software (without restriction by the donated software vendor) within a
reasonable period. In order to determine the value of the cap, determine the average cost of
the software system/module to a dollar value per physician, with value to be adjustable given
factors such as inflation, the prevalence of accepted standards or certification requirements
that typically lead to increased capability/ content. Fair market value for eRx, EHR and
related functionality such as scheduling and billing should be used in calculating the cap.

The cap amount would be framed as a not to exceed contribution level towards the purchase
eRx or EHR software similar to a coupon.

D. There should be no less than three EHR solutions from competing vendors offered by
sponsoring donating entities, and an open RFP process for the selection of EHR, submitted
to all applicable certified EHR as listed by OCHIT.

E. IDX supports interoperability requirements that place emphasis on interoperability policies
than ensure portability of information between the donating entity and recipient, including
other IT systems the recipient specifies in order to provide competitive services to their
patients.
® The donating entity must demonstrate interoperability policies that do not limit or
restrict the use of the donated health information technology and related services in
conjunction with other health information technology and related services requested or
required by the recipient. :

* The donated software must meet current and anticipated interoperability requirements
established for certified EHR set forth by HHS.




* The patient information provided to donate EHR must provide the same level of
information interoperability (as defined CITL’s four levels of interoperability, Walker,
Pan, et al, Health Affairs, January 19, 2005, pg. W5-11) as EHR used by the donating
entities physicians.

F. IDX supports exemptions based on donating entities participation in a recognized health
information exchange (HIEs) operated by a neutral third party that has an appropriate
governance structure, including policies and standards that require interoperability of patient
information amongst all members of the exchange. IDX notes that Senate Bill $1418

includes language regarding grant requirements recognizing the value of community-wide
HIEs in its grant qualification criteria.

G. Practices that have already implemented EHR functionality equivalent to that offered by the
donating entity that meets HHS-mandated interoperability requirements should be
compensated on a pro rata basis for the applications that the practices have already put in
place.

H. IDX supports a provision that requires donating entities to provide data-migration services if
a physician chooses to leave and purchase their own EHR, eliminating the most restrictive
lock-in restriction. This requirement will become less of an issue as vendors implement
standards-based interoperability solutions.

Detailed Response

Note:

* Due to the extensive overlap between the CMS and OIG proposed rules, we have consolidated
the questions and responses for each proposed rule into a single response.

* Each numbered question includes a specific reference to the page and column of the NPRM as
published in The Federal Register, Vol. 70, No. 195, Tuesday, October 11, 2005, as well as CMS
reference section as appropriate

1. CMS and OIG ask for comment on the definition of " necessary” nonmonetary
remuneration. (Pg. 59018, col. 1) (Electronic Prescribing Exception: 411.357v)

IDX appreciates the opportunity to comment on the issue of necessary nonmonetary remuneration.
We are concerned that the distinctions drawn between software and hardware effectively do not
include hardware in the EHR safe harbor, but do include it in the eRx safe harbor. We understand
the legal challenges outlined by the provisions in the Medicare Modernization Act; however, the
distinction does not seem practical, especially in a context where the EHR must include ¢Rx to
qualify for safe harbor.

With respect to connectivity services, drawing the distinction on donated versus purchased
connectivity and intemet services is difficult to parse out, as providers would be forced to identify
which instances of intemet usage where strictly for eRx, as opposed to other services. Practices
need guidance on connectivity and installation requirements as much as on hardware or software.
IDX suggests that connectivity and installation assistance should be a defined benefit of the




agreement on the safe harbor as opposed to a defined contribution, and recipients should be
encouraged to select the ‘wireless, broadband access that best meets the provider’s business needs.

Additionally, IDX suggests that the scope of ‘Support Services', Training, and ‘Other Items and
Services’ should be a defined contribution not to exceed 365 person-days and that the Department
provide guidance on the nature of appropriate information technology support services (e.g. help
desk) and define appropriate ‘other items and services'.

2. CMS and OIG ask for comment on the issue of certification process for nonmonetary
remuneration and whether a recipient should be required to submit a written statement on
owned or donated services. (Pg. 59018, col. 2) (Electronic Prescribing Exception: 411.357v)

IDX supports the process of provider self-certification as to the lack of technical or functional
equivalence contemplated in the proposed rules. However, to avoid a "chilling" effect on the
deployment of both eRx (eRx) and Electronic Health Record (EHR) as providers may wait to adopt
technology until a donation is provided, IDX believes that it is essential to provide that donors must
reimburse providers who have already implemented technically or functionally equivalent solutions
at a rate equivalent to the value of the lesser of the value cap or the donated technology.

IDX also suggests referencing 'prescribing healthcare professionals' and ‘providers who are
authorized to prescribe under applicable State licensing laws in lieu of singular references to ‘Used
solely" bya physician, to show clearly and deliberately the faimess of the proposed rule and the
intent to include Nurse Practitioners and Midwives in the Stark Regulation Exception for electronic
prescription services (eRx) and Electronic Health Records (EHR).

3. CMS and OIG ask respondents to comment on the proposed safe harbor for the donation
of limited hardware, OS software, and connectivity services. (Pg. 59019, col. 1) (Electronic
Prescribing Exception: 411.357v)

The proposal raises an excellent question on donation of hardware, Operating System (OS)
software, connectivity services, etc. Like HHS, IDX is supportive of efforts to achieve greater levels
of quality performance, and patient safety: More specifically, in order to achieve patient safety,
quality performance, and efficiency goals dependent on the adoption of health information
technology, it is essential to permit the optimum use of that technology. While donations for
software and services improve access to the systems, success is dependent on having the right
enabling infrastructure, including hardware, OS software, and connectivity. These elements, even in
Application Service Provider (ASP) models, contribute significantly to total cost of ownership. For
this reason, IDX recommends that the safe harbor be extended to cover these elements, provided
that these elements are combined in a single transaction with the donation of the other safe harbor
elements of eRx and EHR and where equivalent functionality does not already exist.

IDX also suggests the Department consider offering guidance on the term 'substantial",

4. CMS and OIG ask respondents to comment on the standards that should appearinan
additional safe harbor for multi-functional hardware, to include methodologies for




quantifying or ensuring that substantial use of hardware and connectivity services is for
eRx. (Pg. 59019, col. 1) (Electronic Prescribing Exception: 411.357v)

IDX interprets that standards used in this context relate to the assessment criteria necessary to judge
whether multi-functional hardware, operating system software or connectivity services meet the
substantial use criteria associated with the donated eRx or EHR software, IDX suggests that four
standards/ criteria should be considered. First, the donating entity and recipient certify that the
multi-functional hardware, operating system software and related connectivity services are essential
for the purpose of the eRx or EHR. Second, the multi-functional hardware, operating system
software and related connectivity services should be subject to a value cap at no more than a
predetermined dollar amount, with fair market value being the maximum and recipient practice size
also factored in. 'Third, the multi-functional hardware, operating system software and related
connectivity services being offered should be consistent with the minimum system configuration
and operating requirements required by the donated software. Fourth, EHR software should meet
the industry required certification requirements as outlined by the OCHIT or other government-
mandated certification.

5. CMS and OIG ask respondents to comment on the nature and amount of a cap on
donated multi-functional hardware and connectivity services. (Pg. 59019, col. 1) (Electronic
Prescribing Exception: 411.357v)

IDX generally supports the Department’s view of providing caps as a safeguard against fraud and
abuse. The practical concem is in establishing the value of the donated multi-functional hardware
and connectivity services. IDX suggests that donated multi-functional hardware and connectivity be
capped based on fair market value, since there is transparent pricing for these types of goods in the
marketplace today. Another suggestion is to treat the cap for multi-functional hardware and
connectivity services as a not-to-exceed value (like a coupon), where OIG can recognize a base
amount for a recognized fair market value, and the recipient can choose to pay the additional cost
for hardware or connectivity services above and beyond what is recognized as an acceptable base
amount. The way to ensure this is to cap donated software at no more than a predetermined dollar
amount. Up to that dollar amount could be used for either the purchase of donated software or for
any other software equivalent to the donated software, which could be shown to have a path toward
integration with the donated software (without restriction by the donated software vendor) within a
reasonable period. In order to determine the value of the cap, the average cost of the software
system/module should be determined per physician. The value must be adjusted to factors such as
inflation, the prevalence of accepted standards or certification requirements that typically lead to
increased capability/ content.

IDX also recommends that the donating entity be required to offer hardware, software and
connectivity solutions from a minimum of three vendors for the recipient to select, and require that
these solutions be offered via a transparent REP process. This multi-vendor, open RFP process
ensures that competitive market pricing is provided; it allows the recipient to participate in the
selection process to ensure that services meet the needs of their clinical practice as well as provides a

safeguard against lock-in by the donating entity.




6. CMS and OIG ask respondents to comment on whether a safe harbor should be extended
to items and services provided to other individuals or entities of a hospital (in addition to
hospital physicians). (Pg. 59019, col. 2) (Electronic Prescribing Exception: 411.357v)

IDX encourages the Department to consider extending safe harbor to items and services provided
to individuals or entities of a hospital, as well as other provider organizations, including connectivity
services such as may be provided by Health Information Exchanges (HIEs) or through direct
collaboration of provider organizations.

IDX also suggests referencing 'prescribing healthcare professionals' and ‘providers who are
authorized to prescribe under applicable State licensing laws in lieu of singular references to
‘physician’. This will show clearly and deliberately the faimess of the proposed regulation and the
intent to include Nurse Practitioners and Midwives in the Stark Regulation Exception for electronic
prescription services (eRx) and Electronic Health Records (EHR).

7. CMS and OIG request comment on what other categories of donors and recipients should
be covered besides PDP Sponsors and MA Organizations/ Pharmacies, Pharmacists, and
Prescribing Healthcare Professionals relative to eRx. (Pg. 59019, col. 1) (Electronic
Prescribing Exception: 411.357v)

IDX encourages the Department to broaden the list of recipients to be consistent with its usual
broad view of healthcare delivery by using the generally accepted term within the Department
“prescribing healthcare professionals.” Other recipients should include secondary and tertiary care
facilities, such as a skilled nursing, long term care facilities and ambulatory surgical centers.

As for the list of donors, IDX encourages the Department to consider including Pharmaceutical
Manufacturers, medical device manufacturers and Integrated Delivery Networks, provided that these
entities are affiliated with neutral third party health information exchanges (HIEs) and that the
donation in question will be wtilized in conjunction with the HIE in which the donor js engaged.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of safe harbor could
incent physician participation due the neutral governance and interoperability enforcement provided
by the HIEs. Given that physicians typically have privileges at multiple hospitals, HIEs provide a
natural infrastructure for interconnecting multiple competing entities with recipients. HIEs could
also provide centralized purchasing and administration of commodity setvices such as connectivity
and training services for recipients.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, of the 109 HIEs qualified in
the survey, 25 HIEs are already fully operational, with another 40 in the implementation stages.
OIG could review the governance models of these HIEs for recommended regulations that mitigate
the risk of fraud and abuse. Coupling HIEs AKS protection with the existing Stark exemption for
Community Wide Health Information Systems would provide effective healthcare IT adoption
incentives based on HIE interoperability policies. ‘




Providing anti-kickback protection for groups like pharmaceutical companies that choose to invest
in multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure without concem for violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines put
forth by eHI as a model for providing HIEs with the governance, policy and operating constructs
that protect against fraud and abuse, while allowing donations from a broader group of donors that
otherwise would not consider donating software, hardware or recognized services.

8. CMS and OIG ask respondents to comment on whether the safe harbor should extend to
non-drug prescriptions. (Pg. 59020, col. 1) (Electronic Prescribing Exception: 411.357v)

In order to encourage provider utilization of eRx technology to increase safety, cost-effective
practice, and efficiency, the Office of the Inspector General should support the use of eRx
technology for all the functions currently accomplished through writing prescriptions. This includes
prescribing imaging examinations, medical supplies (insulin syringes) and durable medical equipment
(wheelchairs).

9. CMS and OIG ask respondents to comment on their proposed definition of Interoperable
(Pg- 59020, col. 2; pg. 59021, col. 3; pg. 59023, col.2) (Electronic Prescribing Exception:
411.357v, Pre- Interoperability Electronic Health Records Exception: Electronic 411.357w)

There are several definitions of interoperability. IDX notes the extensive definition of the levels of
interoperability outlined by Walker, Pan, et al, of CITL Health Affairs, January 19, 2005, pg. W5-11).
This definition recognizes the differential value of interoperability between sending a fax with blood
pressures, versus sending a structured document with blood pressure values that can be “consumed”
by a EHR application to aid in the workflow and decision support processing by the clinician.

These different levels of interoperability must not be used by donating entities to differentiate, limit

or restrict services between recipients or other entities that provide patient care via exchange of
health information.

IDX defines interoperability as the uniform and efficient movement of electronic healthcare data
from one system to another such that the clinical or operational purpose and meaning of the data is
preserved and unaltered. Interoperability requirements have a technology component and a policy
component. The technology component includes the data standards and integration profiles used to
describe the structure, format and context of data being exchanged. The intefoperability policy
component provides the “rules of the road” as to what minimum types of data should be exchanged
and the equity of availability of the information to all entities that require exchange capability within
the affected healthcare market.

IDX believes that the interoperability policy component must be used to drive the market to
demand the technology component of interoperability for eRx and EHR. With the exception of the
Government, no stakeholder with market power in the healthcare industry today has both the strong
incentives as well as the capacity to demand interoperability. IDX believes that the healthcare
industry will move with speed and creativity to achieve interoperability only if government financial
and regulatory incentives are predicated upon the achievement of interoperability in actual care
settings.




Given the early stage of development of interoperability technology, the pre and post
interoperability phases for EHR as envisioned in the NPRM should be differentiated by more strict
interoperability policies that mandate portability and access to health information by donating
entities to the recipient and other health I'T systems designated by the recipient. IDX emphasizes
that EHR certification does not address interoperability policies that donating entities must follow to
ensure that interoperability capabilities of the certified EHR are deployed, and there are countless
examples today where entities utilize open, non-proprietary standards, but administer information
exchange via proprietary policies. ’

IDX is concerned with the statement in the NPRM (Federal Register Vol. 70, No.195, Oct. 11,
2005, page 59023, column one) that reads: “Moreover, hospitals, group practices, PDP sponsors,
and MA organizations are potentially in a better position to promote widespread use of electronic
health records technology that has the greatest degree of openness and interoperability.” In practice
the amount of fragmentation in our marketplace today is due to these and other entities that view
patient information as proprietary, and access to these information silos serve as a means of locking
in physicians and patients as related to their selection and delivery of the EHR and related current
and future services, such as Patient Health Records. To suggest the contrary would not explain the
reluctance of these and similar entities from forming health information exchanges. In the context
of comparing these entities with ancillary services such as laboratories relative to embracing
portability of patient information wherever and whenever providers that are delivering care need it,

all are equally guilty.

IDX recommends the following interoperability policies be considered given the current state of
interoperability technology with respect to supporting portability of patient information exchange.

1. Donated software must meet current and anticipated interoperability requirements
established for certified EHR by HHS. v

2. The donating entity must not limit or restrict the use of the donated health information
technology and related services in conjunction with other health information technology and
related services requested/ required by the recipient. This includes existing health
information technology systems in place in the recipient’s office, such as billing and
scheduling systems. '

3. The patient information provided to the donated EHR must provide the same level of
information interoperability (as defined by CITL levels of interoperability, Walker, Pan, et al,
Health Affairs, January 19, 2005, pg. W5-11) as EHR used by the donating entities
physicians.

4. The safe harbor should provide special recognition for exemptions based on the donating
entity’s participation in a recognized health information exchange, operated by a neutral
third party that includes policies and standards that require interoperability of patient
information amongst all members of the exchange (see Senate Bill S1418 language regarding
grant requirements favoring health information exchanges)

5. Practices that have already implemented equivalent EHR functionality to that offered by the
donating entity should be both interoperable with the entity sponsored solution or
interoperable with recognized government interoperability requirements and should be
compensated on a pro rata basis for the comparable applications that the practices have
already put in place.

6. Donating entities should be required to provide data-migration services if a recipient later
chooses to purchase his/her own EHR. This eliminates the greatest potential lock-in
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restriction for the donating entity. This financial requirement to the donor is reasonable

because it becomes less of an issue as vendors implement standards-based interoperability
technology.

IDX would like to provide its perspective on the state of interoperability standards given the
comments in the NPRM (pg. 59021, Col. 3), “Gurrently, uniform interoperability standards for
electronic health records and certification requirements to ensure interoperability do not exist.”
IDX notes that interoperability is a matter of degree and that requirements will increase as the build-
out of the National Health Information Infrastructure occurs, making it difficult to establish a
threshold between pre-interoperability and post-interoperability given the “moving target” of
incremental enhancements. More importantly, EHR or eRx certified to meet interoperability
requirements does not imply that donating entities or recipients will deploy them to meet their
intended use. Only interoperability policies will ensure that the portability of patient information
between entities will occur. While in theory any entity can create and implement policies that
promote complete portability of patient information, IDX believes that only a neutral third pary,
such as an HIE with the appropriate governance and operating policies can ensure such portability is
maintained by all the entities that exchange health information.

The eHealth Initiative Annual Survey of State, Regional and Community-Based Health Information
Exchange Initiatives and Organizations, September 2005 cites several interoperability examples that
are in place or planned by the HIEs surveyed. Note that it is through policies implemented by the
HIEs that ensured that the portability of health information was provided among non-certified
products and without the wide use of healthcare standards. These HIEs are exchanging medical
summaries and medication lists TODAY!

IDX recognizes that the uniform use of standards applied to solve explicit interoperability
transactions and clinical use-cases will accelerate interoperability adoption through requirements that
can be centified in EHR products. At the February 2005 Health Information Management Systems
and Society (HIMSS) / Integrating the Healthcare Enterprise (IHE) Interoperability Showcase more
than 12 EHR and IT infrastructure vendors demonstrated the ability to exchange lab results, medical
summaries between ambulatory and acute care settings in a health information exchange. The IHE
showcase included a demonstration given to Dr. David Brailer, showing the portability of his “care
record” as it moved from an ambulatory clinic, to a cardiologist, and on to a hospital. The
interoperability demonstrated to Dr. Brailer by these competing vendors used existing standards that
were implemented uniformly, which is referred to as an IHE integration profile. Going forward
IDX anticipates CCHIT and the Health Information Standards Technology Panel (HITSP) to
establish these profiles at a national level to solve the most critical interoperability issues, but
interoperability policies must also be in place to enforce their implementation by donating entities
and recipients.

10. CMS and OIG ask respondents to comment on the cap level for donated EHR that
would protect against fraud and abuse and whether an initial cap and subsequent caps
should be used as part of the formula. (Pg. 59022, col. 3) (Electronic Prescribing
Exception: 411.357v)

IDX generally supports the Department’s view of providing caps as a safeguard against fraud and

abuse. The practical concern is in establishing the value of the donated EHR software is in
establishing its fair market value relative to various functional components that can make up an
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EHR system. EHR should be viewed to include not only its typical clinical point of care and
decision support capability, but also eRx and other capabilities such as scheduling and billing
typically offered in Practice Management systems. So, caps need to consider what existing health IT
capabilities a recipient already has in place and then recognize a cap value for the donated software
as well as the services necessary to make the donated software interoperable with existing recipient
healthcare IT systems.

IDX suggests that donated EHR software be capped based on fair market value. Furthermore, IDX
advocates a lower cap value for EHR software that limits or restricts the recipient from access to
other health information technology systems, such as existing billing and scheduling systems of the
recipient, or other health information technology systems of other providers the recipient wishes to
use. Another suggestion is to treat the cap for the donated EHR software as a not-to-exceed value
(like a coupon), where OIG can recognize a base amount for a recognized fair market value, and the
recipient can choose to pay the additional cost for software above and beyond what is recognized as
an acceptable base amount.

IDX is concerned with statements in the NPRM that over time caps can be lowered due lower cost
of EHR systems being deployed overtime. While this may be the case for commodity goods such as
broadband services and computer hardware, EHR will be subject to increasing levels of functional
capabilities as governed by the OCHIT process, and as such expects the value of EHR to stay the
same or increase as the set of required capabilities and other clinical innovations grow.

There is a potential opportunity to incent standards adoption by increasing donation caps
commensurate with adoption of certified solutions that incorporate mandated interoperability
standards, as well as policies that demonstrate the portability of health information to the greatest
extent possible such as the utilization of the EHR within a HIEs, Likewise, donation caps should be
lowered when expected interoperability policies and technology cannot be demonstrated by the
donating entity.

IDX also recommends that the donating entity be required to offer EHR solutions from a minimum
of three vendors for the recipient to select, and require that these solutions be determined via a
transparent RFP process. This multi-vendor, open RFP process ensures that competitive market
pricing is provided; it allows the recipient to participate in the selection process to ensure that
services meet the needs of their clinical practice and it will provide a safeguard against lock-in by the
donating entity. The availability of multiple, competing vendor solutions could also provide a
mechanism for determining the fair market value for the purposes of calculating the cap value.

11. CMS and OIG ask respondents to comment on criteria for selecting medical staff
recipients of donated EHR. (Pg. 59023, col.1) (Pre-Interoperability Electronic Health
Records Exception: 411.357w)

IDX appreciates the question, and encourages the Department to consider as broad a criteria for
selection as possible since the criteria might limit the use of the eRx tool and therefore not capture
the full potential for patient safety and quality improvement. Facilities should be allowed to make
this decision based upon their own financial model.

1. Support exemptions that include eRx and EHR, including EHR that include billing and
scheduling capabilities
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*  The definition of an EHR must not explicitly or implicitly be only the EMR/ clinical
component or combined EMR/Practice management components. It must be any
component of information management software used by a physician or medical
group to operate the medical practice, i.e. Practice management applications that
have additional decision support capabilities that allow for a more robust EHR

(eligibility and claims data).

12. CMS and OIG ask respondents to comment on whether the safe harbor for eRx
components should extend to software that covers non-drug prescriptions and whether
CPOE should be a covered requirement. (Pg. 59021, col. 1; pg. 59022, col. 1) (Electronic
Prescribing Exception: 411.357v) (Pre-Interoperability Electronic Health Records
Exception: 411.357w)

IDX reminds the Department that in order to achieve patient safety, quality performance, and
efficiency goals dependent on the adoption of health information technology, it is essential to permit
the optimum use of that technology. Enabling clinicians to use a common tool for many tasks will
streamline workflow and encourage the use of IT. For this reason, we recommend that OIG and
CMS support the use of eRx and EHR to write all prescriptions / orders, not just for medications,
for all patients regardless of payer. This would inchude requisitions for diagnostic testing, medical
supplies, and durable medical equipment.

In addition to this, there needs to be further clarification and understanding around the specific
standards/ certification on eRx as well as EHR - this standards process could become a barrier to
adoption. E-prescribing should not be limited to medication prescriptions, but should include all
physician orders including labs, imaging studies, nursing care, allied medical professions' care (e.g.
physical therapy), durable medical equipment, supplies, and anything else needed for the patient's
care. This more generic concept of ‘prescribing’ (which, is consistent with United Kingdom’s
definition in which most doctor ordering is called 'prescribing) should be the focus. E-prescribing
(CPOE) in the above sense would allow software to assist with; avoiding medication errors by
providing legible and complete prescriptions, with automatic checking for allergies, drug-drug
interactions, duplicate therapy, incorrect dose or schedule, and other factors; understanding which
medications are currently prescribed or have been used previously for this patient: avoiding the re-
use of medications which have failed for this patient in the past; utilizing laboratory and imaging
studies according to best practices; understanding which studies have previously been performed
for this patient, and when, and accessing those results;- adhering to protocols and guidelines;
conforming reliably to payor guidelines, including Medicare's Advance Beneficiary Notification rules;
transmitting orders instantly to performing centers; providing audit logs and security controls much
better than paper systems.

The assumption that CPOE is only referencing office based CPOS ("Superbill” capabilities for lab,
radiology, eRx orders, reporting) could be a limitation/obstacle to the adoption of Community
Health Records/EHR which - in and of itself - has significant potential to positively impact the

quality of care.

13. CMS and OIG ask respondents to comment on whether the safe harbor should address
the issue of whether recipients of donated EHR would intentionally divest themselves of
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functionally or technically equivalent technology that they already possess to shift costs to
Donors. (Pg. 59018, col. 1; Pg. 59023, col. 1) (Pre-Interoperability Electronic Health
Records Exception: Electronic 411.357w)

Understanding the Department’s interest in achieving widespread adoption of the EHR throughout
the U and interest in the success of the American Health Information Community (AHIC) and the
associated contracts, IDX suggests that the Department consider including a grandfather clause for
clinicians whose existing HIT solutions are not compliant with certification standards. The clause
would permit clinicians a one-time opportunity to upgrade their EHR to one that is compliant with
the Certification Commission for Health IT EHR certification requirements.

14. CMS and OIG ask respondents to comment on relevance to ensuring EHR are
compliant with Public Health Information Network and BioSense preparedness standards.
(Pg. 59022, col. 2) (Pre-Interoperability Electronic Health Records Exception: Electronic
411.357w)

IDX is actively supportive of the work being accomplished by the federal government to develop
the Public Health Information Network (PHIN). In the ideal state, the PHIN could be greatly
enhanced by information gleaned from widespread adoption of EHR, However, the process is
slowed by the lack of an interoperability standard, IDX cautions the Department to develop a
process that takes into account the current and future standardized solutions.

Additionally, IDX reminds the Department that clinicians and patients may be alarmed by the idea
of clinician systems being linked to government systems for Biosurveillance purposes. IDX strongly
recommends educating clinicians and the public as to the merits and criteria of public health
reporting and the proactive approach to reporting diseases.

Finally, IDX applauds the Department’s efforts through the American Health Information
Community to raise the bar on Biosurveillance efforts. With the increase in interest the
Biosurveillance and disaster management, AHIC and the country will be benefit from the increased
emphasis on these efforts and the improvement of the US. response to potential biohazards.

15. CMS and OIG ask respondents to comment on whether EHR should be granted the
same program and beneficiary protections that exist for eRx. (Pg. 59022, col. 2) (Pre-
Interoperability Electronic Health Records Exception: Electronic 411.357w)

IDX encourages the Department to grant EHR the same program and beneficiary protections that
exist in eRx, for the reasons we outlined in our answers to Question # 1, which are as follows:

IDX appreciates the opportunity to comment on the issue of necessary nonmonetary remuneration.
We are concemed that the distinctions drawn between software and hardware effectively do not
include hardware from the EHR safe harbor, but includes it in the eRx safe harbor. We understand
the legal challenges outlined by the provisions in the Medicare Modernization Act; however the
distinction does not seem practical, especially in a context where the EHR rmust include eRx to
qualify for safe harbor. :

For further clarification, IDX supports including EHR software, including any ancillary
systems/ components such as billing, scheduling and practice management in the definition of
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permitted donations so long as such software includes the required components of eRx software.
IDX believes that providers should have maximum choices in determining the vendor applications
that will be donated. Most vendor solutions are integrated EHR applications rather than stand-alone
eRx modules. Expanding the definition of what may be donated will ensure that competition
among vendors, as one of the preferred vendors for the donated solution will be maximized. This
will help ensure that donors have many choices to drive the highest value solutions for donation to
providers. The definition of EHR must not explicitly or implicitly be only the EHR/clinical
component or combined EMR/Practice management components. It must be any component of
information management software used by a physician or medical group to operate the medical
practice, e.g., Practice Management applications that have additional decision support capabilities
that allow for a more robust EHR (patient demographic, eligibility and claims data). Data from
billing and scheduling systems is foundational data by which portability of patient information is
established. Any incentive that does not recognize these existing capabilities as integral prerequisites
to the exchange of clinical health information will be counterproductive.

Additionally, with respect to connectivity services, drawing the distinction on donated versus
purchased connectivity and intemet services is difficult to parse out, as providers would be forced to
identify which instances of intemet usage where strictly for eRx, as opposed to other services.
Practices need guidance on connectivity as much as on hardware or software. We suggest that
connectivity should be a defined benefit of the agreement in the safe harbor, as opposed to a
defined contribution.

16. CMS and OIG ask respondents to comment on best process for determining the value of
donated technology. (Pg. 59022, col. 3) (Pre-Interoperability Electronic Health Records
Exception: Electronic 411.357w)

IDX is concemed that developing a process for determining the value of donated technology may
be cumbersome and unnecessary, which could slow down implementations and create unnecessary
challenges for the government and the healthcare industry. Instead, IDX recommends allowing fair
market value to drive the value.

In addition, IDX supports the NPRM requirement that donated software/ systems cannot be used to
replace existing capabilities already in place at the physician practice, which should be taken into
account when assessing the value of the donated software. For example, an mntegrated EHR system
with a scheduling and billing functionality should not be included in the fair market value estimate
when the recipient already has an existing scheduling and billing IT system. Furthermore, the
donated software should be interoperable or made to be interoperable with existing recipient health
IT systems, and can include the integration services necessary to ensure interoperability with other
IT systems deemed necessary by the recipient. In summary, the donated software should be seen as
providing extensibility to existing IT capabilities already in place in the physician practice.

IDX also refers OIG to the responses regarding caps in Questions #5, # 10 and # 22.
17. OIG asks respondents to comment on how the government should protect federal

healthcare programs and recipients from being the victims of cost shifting for EHR
development. (Pg. 59023, col. 1)
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IDX appreciates the concern regarding donors shifting the cost of EHR to federal healthcare
programs. Studies published by Connecting for Health, Health Affairs and EHR vendors indicate
that there is a retun on investment (ROI) for ambulatory EHR. The challenge is that the ROI
varies with the size of the physician practice and is subject to other factors, such as how a practice
recognizes labor productivity savings. The Department should investigate calculating an overall
donation cap that recognizes the total cost of ownership for a specified period of time and practice
size, whereby the Department could mandate EHR related savings that should be realized over the
period, and factor in those future benefits relative to the cap provided to the donating entity. This
builds in cost shifting protection since the Department can recognize “minimum” benefits to be
realized in the outgoing years, and it should incentives the donating entity and recipient to achieve
those benefits. In addition, financial risk beyond the implementation phase should be mitigated as
pay for performance incentives are implemented.

18. CMS and OIG ask respondents to comment on the covered and noncovered entities and
potential alternative conditions for specific categories of donors. (Pg. 59023, col. 1,3) (Pre-
Interoperability Electronic Health Records Exception: Electronic 411.357w)

IDX is concemed with the statement in the NPRM (Federal Register Vol. 70, No.195, Oct. 11,
2005, page 59023, column one) that reads: “Moreover, hospitals, group practices, PDP sponsors,
and MA organizations are potentially in a better position to promote widespread use of electronic
health records technology that has the greatest degree of openness and interoperability.” In practice
the amount of fragmentation in our marketplace today is due in part to these and other entities that
view patient information as proprietary, and access to the information silos they create serve as a
means of locking in physicians and patients. To suggest the contrary would not explain the
reluctance of these and similar entities from forming health information exchanges that would allow
patients and physicians to freely choose services based on quality and efficiency, without the
limitation of the resulting health information to be made available in a timely and effective manner.
In the context of comparing these entities with ancillary services such as laboratories relative to
embracing portability of patient information wherever and whenever providers that are delivering
care need it, there is no difference between laboratories or the entities mentioned above.

As for the list of donors, IDX encourages the Department to consider including Pharmaceutical
Manufacturers and Integrated Delivery Networks, especially if these entities are affiliated with
neutral third party health information exchanges (HIEs) or regional health information exchanges
and that the donation in question will be utilized in conjunction with the HIEs in which the donor is

engaged.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIE as appropriate donors for purposes of safe harbor could
incent physician participation due the neutral governance and interoperability enforcement provided
by the HIEs. Given that physicians typically have privileges at multiple hospitals, HIEs provide a
natural infrastructure for interconnecting multiple competing entities with recipients cost effectively.
HIEs could also provide a centralized purchasing and administration of commodity services such as
connectivity and training services.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health

Information Exchange Initiatives and Organizations, September 2005, of the 109 qualified HIEs
surveyed, 25 HIEs are already fully operational, with another 40 in the implementation phase. OIG
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could review the governance models of these HIEs for recommended regulations that mitigate the
nisk of fraud and abuse. Coupling HIE AKS protection with the existing Stark exemption for
Community Wide Health Information Systems would provide the effective healthcare I'T adoption
incentives based on HIE interoperability policies that require portability of health information as a
primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in
multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure, without concems of violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines put
forth by eHI as a model for providing HIEs that would provide the governance, policy and
operating constructs that protect against fraud and abuse, while allowing donations from a broader
group of donors that otherwise would not consider donating software, hardware or recognized

services.

19. CMS and OIG ask respondents to comment on whether the safe harbor should protect
additional software applications, provided eRx, and EHR are the core functions of the
protected software, and whether CPOE should be included as a requirement. (Pg. 59023,
col. 3) (Pre-Interoperability Electronic Health Records Exception: Electronic 411.357w)

IDX suggests that the scope of solutions within the safe harbors should be expanded to include at
least registration, scheduling and practice management, as this functionality also promotes the same
public benefits as eRx and EHR (greater system efficiency and reduced variance in health care
delivery and results). In addition, the data generated by these systems is the foundation or core data

from which an electronic health record can be constructed, and its implementation is a pre-requisite
for valid health data exchange.

20. CMS and OIG ask respondents to comment on whether the safe harbor should include
other categories of donors and recipients. (Pg. 59023, col. 1,3) (Pre-Interoperability
Electronic Health Records Exception: Electronic 411.357w)

IDX encourages the Department to broaden the list of recipients to be consistent with its usual
broad view of healthcare delivery by using the generally accepted term within the Department
“prescribing healthcare professionals.” Other recipients should include secondary and tertiary care
facilities, such as a skilled nursing or long term care facilities.

As for the list of donors, IDX encourages the Department to consider including Pharmaceutical
Manufacturers, medical device manufacturers and Integrated Delivery Networks, especially if these
entities are affiliated with neutral third party health information exchanges (HIEs) or regional health
information exchanges.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of safe harbor could
incent physician participation due the neutral governance and the interoperability enforcement
provided by the HIEs. Given the physicians typically have privileges at multiple hospitals, HIEs
provides a natural infrastructure for interconnecting multiple competing entities with recipients cost
effectively. HIEs could also provide a centralized purchasing and administration of commodity
services such as connectivity and training services.
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In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, of the 109 HIEs qualified in
the survey, there are already 25 HIEs fully operational, with another 40 in the implementation phase.
OIG should review the governance models of these HIEs for recommended regulations that
mitigate fraud and abuse risk. Coupling HIE AKS protection with the existing Stark exemption for
Community Wide Health Information Systems would provide the effective healthcare IT adoption
incentives based on HIE interoperability policies that require portability of health information as a
primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in
multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure, without concemns of violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines put
forth by eHI as a model for providing HIEs that would provide the governance, policy and
operating constructs that protect against fraud and abuse, while allowing donations from a broader
group of donors that otherwise would not consider donating software, hardware or recognized
services.

21. OIG asks respondents to comment on whether the safe harbor should enhance fraud and
abuse protections to allow donors to pre-select recipients based on identifiable criteria. (Pg.
59024, col. 1)

IDX understands that a transparent market would allow donors to pre-select recipients, but OIG
would need to consider criteria other than referrals to allow pre-selection. For example, OIG
should be concerned about pre-selection critetia that may result in monopolizing patients in a
geographical area, especially in the absence of interoperability policies that may result in the creation
of proprietary networks of patient information. IDX is also concerned about providing equitable
access to safety net providers or rural market providers as recipients of donated EHR and suggests
including equal access language to ensure that these entities could participate as recipients of donate
eRx or EHR.

22. OIG asks respondents to comment on whether the safe harbor should identify an ovenall
donation cap. (Pg. 59024, col. 2) :

IDX appreciates the complexity of this item given the many concerns regarding the method of
defining an economic cap. The Department needs to take into consideration the following factors
that may impact the market and providers, in particular:

1. A cap could set the price indirectly;

2. Any cap would need to cover not just the hardware, but the connection, software,
support and other related service for eRx and EHR;

3. Disceming the different price points between functions such as eRx and EHR, as well as

products with both capabilities already integrated, including the recognition of other

scheduling and billing functions.

Determining the manager of the service (hospital, other provider, etc.)

Considerations for setting or review of specific price points given volatility in the market

and regional market pricing differences.

v
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IDX generally supports the Department’s view of providing caps as a safeguard against fraud and
abuse. The practical concem is in establishing the value of the donated multi-functional hardware
and connectivity services. IDX suggests that donated multi-functional hardware and connectivity be
capped based on fair market value, since there is transparent pricing for these types of goods in the
marketplace today. Another suggestion is to treat the cap for multi-functional hardware and
connectivity services as a not-to-exceed value (like a coupon), where OIG can recognize a base
amount for a recognized fair market value, and the recipient can choose to pay the additional cost
for hardware or connectivity services above and beyond what is recognized as an acceptable base
amount. The way to ensure this is to cap donated software at no more than a predetermined dollar
amount. Up to that dollar amount could be used for either the purchase of donated software or for
any other software equivalent to the donated software, which could be shown to have a path toward
integration with the donated software (without restriction by the donated software vendor) within a
reasonable period of time. In order to determine the value of the cap, determine the average cost of
the software system/module to a dollar value per physician, with value to be adjustable given factors
such as inflation, the prevalence of accepted standards or certification requirements that typically
lead to increased capability/ content.

IDX 1s concerned with statements in the NPRM that state over the long-term, caps can be lowered
due lower cost of EHR systems being deployed over time. While this may be the case for
commodity goods such as broadband services and computer hardware, EHR will be subject to
increasing levels of functional capabilities as governed by the OCHIT process, and as such expect
the value of EHR to stay the same or increase as the required set of capabilities or other clinical
innovations grow.

There is a potential opportunity to incent standards adoption by increasing donation caps
commensurate with adoption of certified solutions that incorporate mandated interoperability
standards, as well as policies that demonstrate the portability of health information to the greatest
extent possible such as the utilization of the EHR within a HIEs. Likewise, donation caps should be
lowered when expected interoperability policies and technology cannot be demonstrated by the

donating entity.

IDX also recommends that the donating entity be required to offer EHR solutions from a minimum
of three vendors for the recipient to select, and require that these solutions be determined via a
transparent RFP process. This multi-vendor, open RFP process ensures that competitive market
pricing is provided; it allows the recipient to participate in the selection process to ensure that
services meet the needs of their clinical practice as well as provides a safeguard against lock-in by the
donating entity. ‘The availability of multiple, competing vendor solutions could also provide a
mechanism for determining the fair market value for the purposes of calculating the cap value.

23. OIG asks respondents to comment on whether there is data available that would
reinforce or challenge the proposed rule, particulardy with respect to the expected impact on
adoption rates. (Pg. 59024, col. 2)

IDX is concerned that Safe Harbors may be used as an altemative to providing real and substantial
incentives to providers for providing quality delivery of healthcare, which is enabled by EHR. Data
regarding successful EHR implementations points to physician readiness and acceptance to make
the necessary workflow and operational business changes required when implementing EHR.
Providing free hardware or software is not enough, as noted in several giveaway projects, such as
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Wellpoint’s eRx experiment in California. In that pilot, free eRx software and hardware was
provided to physicians in what was later viewed as a qualified failure, resulting in the now famous
quote, “free is not cheap enough.”

More importantly, safe harbors have an enormous downside in two respects. First, it could stop the
existing momentum of ambulatory EHR adoption as physician expectations of “free” software
freezes current market momentum. Second, it puts focus on EHR adoption without the
commensurate interoperability policies that ensure portability of health information, resulting in
proprietary solutions that lock-in incumbent vendors and provider referral networks and increasing
barriers to a transparent efficient healthcare market.

IDX suggests that both EHR adoption and our national goals for an interoperable healthcare
infrastructure could best be served by continuing to support the development of HIEs, especially
where other private sector donors would be willing to participate given the proper AKS changes that
support participation in HIEs.

IDX also asks the Department to acknowledge stakeholder concems that providers with an existing
electronic health record or eRx system (early adopters) not be subjected to any perceived financial
penalty as a result of making an initial EHR investment despite the safe harbor protections for

recipient equipment upgrades.

24. OIG asks respondents to comment on expanding AKS to include Community- Wide
Health Information systems as set forth in section 1877 of the Act (Pg. 59024, col. 2)

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of safe harbor could
incent physician participation due the neutral governance and the interoperability enforcement
provided by the HIEs. Given the physicians typically have privileges at multiple hospitals, HIEs
provides a natural infrastructure for interconnecting multiple competing entities with recipients cost
effectively. HIEs could also provide a centralized purchasing and administration of commodity

services such as connectivity and training services.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, of the 109 HIEs qualified in
the survey, there are already 25 HIEs fully operational, with another 40 in the implementation phase.
The recognition of these 65 operating HIE’s, plus an addition 40-plus communities in the process of
forming, suggests that dedicated parties have been able to silence the critics of the community-wide
safe harbor by being able to define what “community-wide means”, as well as working through the
challenges of providing appropriate governance models that support all stakeholders. IDX
recommends that OIG review the governance models of these HIEs for recommended regulations
that mitigate the risk of fraud and abuse. Coupling HIE AKS protection with the existing Stark
exemption for Community Wide Health Information Systems would provide the effective healthcare
IT adoption incentives based on HIE interoperability policies that require portability of health
information as a primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in

multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure without concerns for violating anti-kickback
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statutes. OIG should consider the governance, interoperability policy and technology guidelines put
forth by eHI as a model for providing HIEs with the governance, policy and operating constructs
that protect against fraud and abuse, while allowing donations from a broader group of donors that
otherwise would not consider donating software, hardware or recognized services.
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DEC 13 705
Itallstarts wzth care® t

December 12, 2005

Mark B. McClellan, M.D., Ph.D., Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 445-G

Hubert Humphrey Building

200 Independence Avenue, SW

Washington, D.C. 20201

Re: Comments on Proposed Rule to Create an Exception to the Physician
Self-Referral Prohibition in Section 1877 of the Social Security Act for
Certain Electronic Prescribing Arrangements (CMS-1303-P) (published at
70 Federal Register 59182, October 11, 2005)

Dear Dr. McClellan:

Caremark appreciates the opportunity to provide comments on the proposed rule to
establish a new exception to the physician self-referral prohibition in section 1877 of the
Social Security Act for certain arrangements involving the provision of electronic
prescribing (*“e-prescribing”) technology to physicians. We strongly support Congress’
and the President’s goal of achieving widespread adoption of interoperable electronic
health records for the purpose of improving the quality and efficiency of health care,
while maintaining the levels of security and privacy that consumers expect.

Caremark Rx, Inc. (“Caremark”) is a leading pharmacy benefit management (“PBM”)
company, providing through its affiliates comprehensive drug benefit services to over
2,000 health plan sponsors and their plan participants throughout the U.S. Caremark's
clients include employers, health plans, managed care organizations, insurance
companies, unions, government agencies, including the Federal Employees Health
Benefits Program (“FEHBP”), CalPERS, and other funded benefit plans. Caremark
develops and administers formularies for many of these clients through its independent
P&T Committee. Caremark operates a national retail pharmacy network with over 55,000
participating pharmacies, seven mail-service pharmacies, the industry's only FDA-
regulated repackaging plant, and 21 specialty pharmacies for the delivery of advanced
medications to individuals with chronic or genetic diseases and disorders. Caremark
processes over 550 million prescriptions annually.

E-prescribing is a critical component of that envisioned electronic health care system, and

both Congress and the Administration have recognized its value as a “vehicle to reduce
medical errors and to improve efficiencies” in the health care system. E-prescribing
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reduces medication errors and improves efficiency by eliminating illegible handwriting,
and allowing plans to send physicians important messages, such information about other
medications their patients may be taking to prevent adverse drug events and to inform
them of more cost effective generic alternatives. It is through this prescribing decision-
support messaging that e-prescribing technology can achieve its full potential as a
mechanism for improving medication safety and compliance, and thereby delivering not
only cost savings, but better quality of care.

We commend the Centers for Medicare and Medicaid Services (“CMS”) for seeking to
encourage the adoption of electronic health records and supporting technology, including
e- prescribing technology, for Medicare Part D. Since the benefits of e-prescribing extend
beyond Part D to all parties that participate in the health care system, including the
government, private sector, health care providers, health care organizations and patients,
it 1s in the interests of all these parties that the safe harbor be interpreted as broadly and
flexibly as possible, so that these benefits may soon be realized.

General Comments :

Throughout the preamble to the proposed rule, CMS emphasizes its concern to safeguard
against “abusive arrangements in which the remunerative technology might constitute a
payment for referrals.” '

However, noticeably absent from the preamble is reasoning to suggest why the provision
of e-prescribing technology to physicians is likely to induce referrals or increase
prescribing. Perhaps more importantly, the preamble demonstrates the lack of
consideration of whether donors such as Part D sponsors or MA organizations, which are
at-risk entities, would in fact be adversely impacted by increased utilization. Thus, far
from seeking to encourage over-utilization, they have every incentive to do just the
opposite. Finally, potential donors do not have limitless resources that they are willing to
bestow indiscriminately on physicians without consideration as to whether those
physicians need the technology, would benefit from the technology, or are likely to use it.
Donors have limited resources and will therefore, likely take great care to target existing
high-volume paper physicians, where the impact of the technology and its benefits, both
in terms of quality of care and cost savings, will be the greatest. While the cost of
providing e-prescribing technology to a single physician is relatively modest (and so
unlikely to exert an undue influence on that physician’s decision-making), it must be
provided to a substantial number of physicians before its impact can truly be felt on a
patient population. The aggregate costs can quickly approach hundreds of thousands of
dollars or more. Therefore, donors will not want to provide it to physicians who already
have e-prescribing technology, or to those physicians who engage in little or no

' 70 Fed. Reg. (October 11, 2005) at 59185.




prescribing, and they will be most unwilling to expend those resources on e-prescribing
technology that is so circumscribed in its applications, and of such limited utility, that
physicians are unlikely to use it.

For all these reasons, there appears to be somewhat of a disconnect between the
perceived risks that the proposed rule seeks to protect against and the reality of the e-
prescribing environment. As a result, many of the restrictions and limitations in the
proposed rule appear to be unnecessary, and some even counterproductive. While we
understand the desire to prevent any party from obtaining an undeserved benefit, whether
legal or illegal, from the e-prescribing technology, we are concerned that CMS has
drifted from what should be its true focus, namely, preventing abusive self-referral
situations and, as a result, has imposed more restrictions and conditions than are
necessary or appropriate. These restrictions will make it difficult for the e-prescribing
technology to deliver on its promise of reduced medication errors, improved clinical
outcomes and greater efficiency. Rather than effectuate Congress’ intent, the narrow
prism through which the new exception has been interpreted will serve only to frustrate
1t.

Therefore we urge CMS to reconsider its approach to the exception in several respects.
First, the focus and orientation should be on finding legitimate avenues to facilitate the
spread of e-prescribing technology and activity, rather than seeking ways to limit these.
Rather than viewing the exception as a mechanism to impose “stricter conditions,” it
should instead be viewed as a means to expand and promote such activities. In this
regard, the interests of donors and the Administration are very much aligned, in that both
share the goal of moving the health care industry towards a system of electronic health
records through the widespread adoption of e-prescribing and other electronic health
transactions and activities. Second, a distinction should be made between those donors in
a position to receive and benefit from referrals, versus those donors that are not in such a
position, and/or whose economic incentives are to reduce, rather increase, referrals and
utilization. While the exception should apply to all the specified permitted donors, it is
reasonable to impose some financial and other parameters around donations by entities
that potentially stand to benefit from referrals, since they do not experience the same
economic constraints that apply to other donors. In contrast, for those donors that do not
benefit economically from, and are actually adversely impacted by, increased utilization,
there is little need to impose restrictions. Not only do they lack the economic incentive to
abuse the exception, but their own economic constraints will naturally limit their
donations and cause them to appropriately target these to achieve the greatest conversion
from paper to electronic prescribing.




Specific Comments

A. Exception for Certain Arrangements Involving Electronic Prescribing
Technology: §411.357(v)

1. Protected Non-Monetary Remuneration

(a) “Necessary” Non-Monetary. CMS points out that the proposed exception would
protect only items or services “necessary” to conduct e-prescribing transactions. In order
to ensure this, CMS proposes to require recipients to certify that the items or services
provided are not technically or functionally equivalent to items or services the recipients
already possess. CMS requests comments to address the risk that recipients may divest
themselves of functionally or technically equivalent technology that they already possess
in order to shift costs to donors.

We believe that CMS’s concern here is misplaced. First, we believe it involves an overly
restrictive interpretation of the word “necessary” in the Medicare Modernization Act
(“MMA?”). Congress’ intent with this word was simply to ensure that, as an objective
matter unrelated to the particular recipients, the technology provided to physicians is
required in order to do e-prescribing. So, for example, it would not be appropriate to
allow the lease of offices in which the e-prescribing occurs to fall under the safe harbor,
since offices are not necessary or required in order to effect an e-prescribing transaction.
It has nothing to do with the circumstances of the particular recipient, or whether the
recipient has existing e-prescribing technology.

Second, even if the recipient did have e-prescribing technology, this would be a business
concern for the donor to address, as would the possibility of the recipient shifting costs to
the donor, and not an instance of illegal conduct that CMS should seek to prohibit. Since
the donor will be expending its funds to promote e-prescribing, it has every incentive to
take steps to ensure that its technology is given to those it believes will benefit the most
from it, and to prevent physicians from taking advantage of the situation by shifting costs
to it. Since there is no reason to believe that, even if it did occur, “shifting costs” are
linked to increased or induced referrals in some way, it should be outside the purview of
CMS.

Finally, the “technically or functionally equivalent” test is vague (and so likely to become
a source of uncertainty and increased risk) and overly broad. As such, it would disallow
the donation of much technology that would significantly improve the e-prescribing
experience, and thereby promote its greater use, even though it may be “technically and
functionally equivalent” to technology that the physician already has. For example,




technology with greater capacity, memory, speed, mobility, among other things, may
ultimately work the same way to perform the same functions, but simply do it better,
faster or more conveniently. As technology continues to develop and change, trying to
invest these terms with a fixed meaning will be futile, which is all the more reason to
allow the market, business and economic interests of the donor to determine what
technology it should donate to achieve the donor’s legitimate goal of encouraging e-
prescribing rather than paper prescriptions.

Recommendation: Since the appropriate use of the donated technology for the
intended purpose is primarily a donor concern rather than a self-referral risk,
donors should be allowed to choose whether to seek any certification by the
physician concerning his/her existing technology. It should similarly be the donor’s
decision as to how it will protect against the inappropriate shifting of costs to it by
physicians. The “technically and functionally equivalent” standard is in any event
flawed, since it would potentially disallow technology that will significantly improve
the e-prescribing experience, and so appropriately promote its use.

(b) “Used Solely”. CMS proposes to use its regulatory authority under section
1877B(b)(4) to create an additional exception to protect the provision of technology that
is used for more than one function, so long as a substantial use of the items and services
is to receive and transmit e-prescribing information. CMS seeks comments on
methodologies to quantify or otherwise ensure this “substantial” use for e-prescribing and
on the nature and amount of any cap it might impose on the value of donated multi-
functional hardware or connectivity services. ’

We commend CMS for its recognition that most users prefer a single, multi-functional
device, rather than many single-use devices. Indeed, it is becoming increasingly rare to
find single-use devices, and so CMS’s decision to use its regulatory authority to allow the
provision of multi-functional technology will be a critical facilitating requirement in
order for the exception to be meaningful.

We are concerned, however, that CMS believes it necessary to qualify this by requiring
that a “substantial” use be for e-prescribing, and that this substantial use be quantifiable
or otherwise measurable. We do not believe this is necessary or practical. All that should
be required is that one function of the technology, perhaps even a main function of the
technology, be for e-prescribing. This would include not only the transmission and
receipt of the actual prescription itself, but also the transmission of medication history,
formulary information and potentially other prescription-related information, if and when
final standards for these transactions are adopted. That the device potentially could be, or
indeed is, used for other purposes does not diminish its value for e-prescribing or mean




that it is more likely to induce referrals, especially to those donors that have no incentive
to increase referrals and in fact work to reduce utilization. Indeed, hand-held devices
increasingly are being designed and marketed as a bundle to the operating system, with
calendar, address list and other functionalities and services.

Not only would it be very costly to purchase and support devices that are custom-built
solely for e-prescribing, but it would be counterproductive, since physicians expect and
demand multi-functional devices that allow them to perform many different tasks.
Indeed, this limitation could actually deter physicians from using the e-prescribing device
if they have to use another, similar device for other purposes. If donors are limited to
donating sub-optimal technology that physicians do not want to use, they will simply not
use it, thereby defeating the purpose of the exception. As long as the technology is
provided for e-prescribing purposes and one of its functions and uses is for e-prescribing,
it meets the objective and requirements of the exception, and should be allowed. In the
case of hospital and group practice donors, where the donor could potentially benefit
from the referral of other services, the additional safeguard could be added that the device
should not include custom software and functionalities that are not part of the standard
bundled software for this type of device.

In addition, we do not believe there is a need to cap the value of multi-functional
technology, any more than there is a need to cap the value of other donated e-prescribing
technology. As mentioned previously, donors do not have unlimited resources, and most
already have set budgets and internal financial constraints on what they may spend to
promote e-prescribing. As such, it is in their own economic interests to ensure that the
technology they provide is the most likely to achieve the intended purpose of promoting
e-prescribing, and their own financial constraints that will naturally limit the amount they
spend for this purpose. Imposing a cap, even if not a fixed dollar cap, will unnecessarily
limit the utility of the exception, since many physicians see little personal economic
benefit from engaging in e-prescribing, and so will not invest in it. As such, arbitrarily
capping donated technology to a fixed dollar amount or even to percentage of the total
technology will in many instances result in donors being forced to provide sub-optimal
technology, less useful technology or partial or outdated technology, with the result that
physicians will be less likely to use it.

Finally, we urge CMS to adopt a broader definition of the term “multi-functional items or
services” that will be eligible for the new exception. CMS proposes to allow “hardware
(including necessary operating system software) and connectivity services that are used
for more than one function” to be covered. As mentioned above, software that is not
required to operate the hardware, but that is commonly bundled with it to make for a
more useful device, such as calendar, contacts and word processing software, should be
covered. In addition, this exception, as with the general exception, should also cover




information technology support services such as installation, implementation, training
and maintenance services. These support services are an integral part of the e-prescribing
technology, an important factor in removing barriers to adoption of e-prescribing, and
essential to ensure its proper and smooth functioning. Without these support services,
even the most advanced hardware and software will be of little practical value.

Recommendation: CMS should use its regulatory authority under section
1877B(b)(4) to provide an exception for multi-functional technology, provided that
one of the functions of that technology is to receive and transmit e-prescribing
transactions. This exception is critical in order that the intent of Congress in
enacting section 1860D-4(e)(6) of the MMA can be given practical effect. CMS
should not require that a “substantial” use of the technology be for e-prescribing, or
to impose a cap on the amount of multi-functional technology donated. Finally, it
should define the term “multi-functional technology” broadly to cover any software
or functionality that is commonly bundled on hand-held devices, and supporting
installation, training and maintenance services.

2. Additional Limitations on the Provision of Electronic Prescribing Technology

(a) Promoting Compatibility and Interoperability. CMS solicits comments on whether the
safe harbor should protect e-prescribing technology that is used for the transmission of
prescribing information on non-drug items and services, such as supplies and laboratory
tests, and whether the technology should be required to be interoperable and how this
should be defined.

We believe that, as a general principle, the greater the functionality and compatibility of
the technology, the greater its convenience and usefulness, and therefore, the more likely
that it will be used for all purposes, and the fewer the barriers to the adoption of e-
prescribing instead of paper prescribing. As such, the exception should protect
technology used for transmission of non-drug items, such as supplies. It is often the case
that a physician will want to prescribe a drug and related non-drug item (e.g. insulin and
insulin strips and other related insulin supplies) at the same time. It should be at least as
convenient and easy for a physician to do this electronically as it is to do it by paper. This
will not be the case if the physician has to use one mechanism to prescribe the drug and
another to prescribe the non-drug items. Greater functionality, therefore, plays an
important role in removing barriers to the adoption of e-prescribing technology.

We strongly support the concept of interoperability and believe that this should be a
requirement for e-prescribing technology to qualify under the exception. We agree that
this will serve as an important safeguard against fraud and abuse, to the extent the
economic incentive exists for a donor to seek to induce referrals. As such, it is




appropriate to prohibit donors or their agents from taking any action to disable or
otherwise impose barriers to compatibility. We support the definition of
“Interoperability” as the “ability of different operating and software systems,
applications, and networks to communicate and exchange data.” However, we caution
against including, as part of the definition of interoperability, the requirement that the
technology do so in an “accurate, secure, effective, useful, and consistent manner.” While
these attributes are clearly important and necessary for effective electronic
communication, they go beyond interoperability into the realm of security and into
subjective judgments as to what is or is not “effective” or “useful.” Adding these
requirements to the definition of “interoperability” not only blurs the line between these
different concepts, but makes it more uncertain for donors as to whether their technology
qualifies. This uncertainty increases the risk level for donors, and makes them less likely
to be willing to make a donation, thereby undermining the very purpose of the exception.

Recommendation: The exception should protect technology that is used for the
transmission of prescription information about non-drug items and services such as
supplies. It should also require that the technology be interoperable, which should
be defined as the “ability of different operating and software systems, applications,
and networks to communicate and exchange data.”

(b) Value of Protected Technology. CMS states that it is considering limiting the value of
technology that may be donated by a single donor in order to minimize the potential for
fraud and abuse. As such, it requests comments on the amount of, and the methodology
for, determining a cap to apply to the donated technology and various other issues related
to such a cap.

CMS does not explain how the value of donated technology increases the risk of fraud
and abuse, nor how a cap will minimize this risk. It is certainly appropriate that the
exception be limited to e-prescribing technology and not protect “all possible costs,” and
it makes sense that conditions be imposed requiring interoperability. However, there is no
reason to believe a fixed dollar limit in any way correlates to or reduces the risk of fraud
and abuse and certainly serves no purpose for those donors that have no incentive to
induce referrals. Moreover, as stated above, given the demonstrated unwillingness of
physicians to commit dollars to e-prescribing, a percentage cap is likely to result in
significantly less being spent on e-prescribing technology than is necessary to conduct an
effective e-prescribing program. As such, it will serve simply to impede the adoption of
e-prescribing technology.

For the same reasons that we do not believe any cap is necessary, we do not believe that
CMS should be concerned about the retail vs. non retail value of the technology and the
potential to disadvantage smaller donors. Smaller donors, in fact, benefit from the e-




prescribing technology provided by the larger donors. Thus, rather than being at a
competitive disadvantage, smaller donors essentially enjoy a “free ride” when larger
donors bear most of the burden of building the e-prescribing technology infrastructure
that benefits the health care system as a whole.

CMS also requests comments on whether the cap should be reduced over time. As with
caps in general, we oppose a cap that would be lowered over time. There is no evidence
or reason to believe that simply because e-prescribing becomes widespread, those
physicians that have not already migrated to e-prescribing are any more likely to do so on
their own. In addition, there will always be new physicians just starting their practices,
and while they may understand the benefits of e-prescribing, they are the least likely to
have the necessary resources to invest in e-prescribing technology. Indeed, the opposite is
more likely, in that those most resistant to changing their prescribing habits from paper to
technology are likely to need more assistance and greater support in order to be
persuaded to shift. Similarly, there is no reason to believe that physicians that are now
unwilling to invest in e-prescribing technology because of its lack of economic pay-off
for them are any more likely to do so in the future if the economic imperatives remain the
same.

As long as the exception is limited to e-prescribing technology, and that technology is
interoperable, the value of the technology donated should not concern CMS. Without the
intervention of CMS, it will be limited by the financial and practical constraints of donors
as they determine what technology is “necessary” to promote e-prescribing.

Recommendation: CMS should not impose any cap on donated e-prescribing
technology, whether based on a fixed dollar amount or percentage, retail or non-
retail value, or an amount that is reduced over time.

(c) Other Conditions.

CMS proposes to prohibit donors from conditioning the receipt of the e-prescribing
technology on the recipient doing business with the donor. It also proposes-to prohibit the
donor from taking into account the “volume or value” of the physician’s referrals or
“other business generated” between the parties and would prohibit “criteria based upon
the volume or value of prescriptions written by the physician that are dispensed or paid
by the donor, as well as any criteria based on any other business generated between the
parties.”

We believe that this limitation reflects a fundamental misunderstanding of the business
relationship and economic incentives of the parties, and will be a major stumbling block
inhibiting the spread of e-prescribing technology. While it is appropriate to prohibit
health care providers from basing their donations on the volume of other medical services




referred to them, it is equally fitting and appropriate for donors to consider the
prescribing behavior (e.g., volume of prescriptions, total drug cost prescribed) of
physicians towards their own patient populations in allocating their e-prescribing
donations. Donors have a legitimate interest in seeking to have the impact of reduced
medical errors, cost savings and improved efficiencies inure first and foremost to the
benefit of their own patient populations. Indeed, this is the very reason donors will
consider funding e-prescribing technology, and the legitimate return they expect to see on
that funding. Part D plans will especially want to target high-prescribing physicians
(measured by drug spend or number of prescriptions) to their patient populations, since it
is by changing the prescribing habits of these physicians from paper to e-prescribing that
they will see the greatest cost savings, reduction in medication errors, improvement in
formulary compliance and administrative efficiencies for their plan participants.

Donors are generally not non-profit entities that may expend their resources on the public
good, and it is unrealistic and inappropriate to require that they donate technology for the
common good without consideration for the direct impact and benefit to their patient
populations. They should be allowed to take that potential impact into account in
determining how to expend their e-prescribing budget so as to have the greatest impact on
their patient populations in terms of improved clinical safety, quality of care and more
cost effective health care services.

Recommendation: Donors should be allowed to target their donations to those
physicians whose adoption of e-prescribing technology would have the greatest
impact on the donor’s patient or plan participant population in terms of reduced
medication errors and improved efficiency. Thus, donors should be allowed to take
into account the volume or total drug costs of prescriptions written for the donor’s
population, and to otherwise direct their donations in such a manner as to be able to
reap the greatest benefit for their patient or plan participant population.

We appreciate the opportunity to provide these comments, and look forward to working
collaboratively with Administration to promote the rapid adoption of e-prescribing
technology for the benefit of the entire population. If you have any questions, or would
like discuss our comments please do not hesitate to contact Wendy Parker, Vice President
Federal Relations for Caremark, at 202-772-3517.

Sincerely,

Wondy ( fikey

Wendy Parker
Vice President, Federal Relations
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December 12, 2005

Mark McClellan, MD, Ph.D
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1303-P

P.O. Box 8010

Baltimore, MD 21244-8010

Re:  CMS-1303-P: Comments Regarding Proposed Stark Law Exceptions for Electronic
Prescribing and eHR Arrangements

Dear Dr. McClellan:

Enclosed please find the comments of the eHealth Initiative (“eHI””) with respect to the Centers for
Medicare & Medicaid Services’ (“CMS”) proposed federal physician self-referral (“Stark”) law
exceptions for arrangements involving electronic prescribing and electronic health records (“eHR”)
arrangements. eHI appreciates the opportunity to comment on the proposed rule.

eHI is a non-profit organization whose mission is to improve the quality, safety and efficiency of health
care through information and information technology (“IT”). Among its over 200 members, eHI
represents the following stakeholders in the healthcare community, each of whom has a strong interest in
improving the healthcare system through the use of interoperable IT systems:

Accrediting groups and quality improvement organizations
Consumer groups

Electronic transactions services companies-

Employers and purchasers

Group purchasing organizations

Health care information technology suppliers

Health systems, hospitals, and other healthcare organizations
Laboratories and ancillary services providers

Medical device manufacturers

Payers and other risk-bearing institutions

Pharmaceutical manufacturers

Practicing clinicians and physician groups

Public health organizations

Research and academic institutions

Standards organizations

eHI currently focuses its efforts on reducing barriers to the creation of a more patient-centered,
interoperable healthcare system in which providers, patients and those responsible for population health
will have secure and appropriate access to the information necessary to improve health and healthcare.
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More specifically, eHI focuses on organizing stakeholders and engaging them in change; aligning
incentives and securing financing; navigating policy and legal issues; tackling other technical aspects of
health information exchange; and driving practice and healthcare transformation to support rapid
improvements in healthcare quality, safety and efficiency.

This work is of vital importance to all healthcare stakeholders, particularly patients, who face a
fragmented healthcare system where (1) continuity of care continues to be a challenge; (2) quality may
be jeopardized due to a dearth of information at the point of care; (3) vital paper data can not be
accessed, combined or integrated; (4) providers spend an inordinate amount of time searching for and
organizing information; and (5) potential gaps exist between what clinicians do and the latest evidence-
based protocols.

Key leaders across our nation — including President Bush, the U.S. Congress, and others at the highest
levels of the Federal government — recognize that healthcare IT (“HIT”) has enormous potential to
mitigate these systemic challenges by improving the quality of care, easing navigation within the
healthcare system, enabling appropriate point-of-care and longitudinal access to integrated healthcare
data, saving money and — most importantly — saving lives.

Providers, hospitals and other healthcare entities are examining potential ways to incorporate HIT into
the practice of medicine but face a myriad of barriers, including the Stark and anti-kickback laws. On
the one hand, CMS’ proposed exceptions represent progress towards removing these barriers, providing
important guidance and leadership in the effort to increase the use of HIT and improve the healthcare
system for patients and those that care for them. Indeed, the proposed exceptions acknowledge and
address head-on two primary policy barriers that impede the spread widespread adoption of HIT and
health information exchange: the misalignment of incentives and the issue of standards and
interoperability. On the other hand, and as reflected in the enclosed comments, eHI believes that vital
and significant work remains to be done if CMS is to strike the appropriate balance between (1)
combating healthcare fraud and abuse and (2) providing useful, workable exceptions that will encourage
the innovation and adoption of HIT.

Thank you again for the opportunity to participate in this important process. eHI would welcome the
opportunity to discuss these issues with you should you desire or require additional information.

Sincerely,

ﬂa'dq : Lfda/
Janet Marchibroda
Chief Executive Officer
eHealth Initiative




Comments by the eHealth Initiative on CMS’ Proposed Stark Law Exceptions for Electronic
Prescribing and eHR Arrangements

Overview

eHI is an organization composed of healthcare stakeholders interested in improving healthcare safety,
quality and efficiency through information and information technology. eHI’s diverse membership has
recently approved a set of principles specifically addressing any new Stark and anti-kickback law
exceptions and safe harbors proposed by the Federal government. These principles, which both underlie
and guide our organization’s specific comments on CMS’ proposed rule, are set forth below. For
purposes of these comments, eHI wishes to highlight in particular the first and fifth principles, which (1)
focus on encouraging collaborative HIT sharing models and how to encourage interoperability using a
standard electronic format and (2) recognize the evolving nature of standards and interoperability
processes.

eHI Common Principles - Stark and Anti-Kickback Law Exceptions

1. Any new exceptions and safe harbors should encourage collaborative models for sharing health
information technology.

2. There should be no automatic sunsetting of new exceptions and safe harbors.

3. The definition of permitted support (nonmonetary remuneration) under a new exception or safe
harbor should include: provision of any equipment, item, information, right, license, intellectual
property, software, training, education or service used for developing, implementing, operating
or facilitating the adoption of electronic health records and the electronic exchange of health
information for those providers. Permitted support should not hinder a physician or other health
care provider from engaging in community health information exchange or limit or restrict the
use of health information technology in conjunction with other health information technology.
Open networks should be encouraged.

4. Federal fraud and abuse protections should pre-empt state laws that prohibit kickbacks and
physician self-referrals as applicable to HIT and that specifically conflict with the principles laid
out in this document.

5. Safe harbor provisions should encourage interoperability using a standard electronic format and
recognize evolving nature of standards and interoperability processes. For purposes of this
paragraph, the term standard electronic format means a format using open electronic standards
that--

(A) enable health information technology to be used for the collection of clinically specific data;

(B) promote or provide for the interoperability of health care information across
health care settings, including reporting under this paragraph and to other Federal agencies;
and

(C) facilitate clinical decision support, and such standards may include those developed or
recommended by the Office of the National Coordinator for Health Information Technology,
the Consolidated Health Informatics Initiative, or the American Health Information
Community.




Electronic Prescribing Exception: § 411.357 (v)

Designated Health Services Entities Protected by the Exception — CMS solicits comments on
whether there is a need to protect other categories of donors or recipients, beyond those specifically set
forth in section 1860D—4(e)(6) of the Social Security Act, and if so, how best to address protection for
those individuals or entities.

Consistent with a key goal of the proposed rule — interoperability — eHI believes that the list of donors
should be expanded to specifically include clinical laboratories and other types of health care providers
such as nursing homes, community health centers, etc. Indeed, if CMS expands the type of technology
that may be donated — to include, for example, e-prescribing technology that is used to transmit
prescription information regarding items that are not drugs, such as lab tests, or to include multi-
functional technology — then it would be unfair to permit the currently proposed donors to provide such
expanded other types of technology, but to restrict other health care providers from providing any
technology, especially when it relates to the performance of their business (e.g., lab ordering and results
software). In addition to creating an uneven playing field, which we do not believe Congress intended,
this approach would impede the progress and forward momentum CMS should be working towards with
respect to both e-prescribing and electronic health records.

Regarding physicians specifically, first, eHI believes that the list of donors should be expanded to permit
group practices to donate electronic prescribing and eHR technology to other physician practices. Given
that larger group practices are at the fulcrum of the health care delivery system in many communities
around the nation, these entities should be afforded the same exception as hospitals, with, of course, the
same limitations. Second, we recommend that CMS clarify or amend the proposed rule language to
ensure that all physicians in a medical group can fully utilize items and services donated by a hospital.
This change recognizes the practical and market reality of medical groups today: that they operate often
as a unit, in which all physicians and other clinicians in the practice access the same HIT.

Finally, CMS should also provide for periodic evaluation and updating of permitted donors, given the
rapidly evolving nature of HIT and electronic health information exchange.

Protected Nonmonetary Remuneration — CMS’ proposed definition of necessary nonmonetary
remuneration includes hardware, software, broadband or wireless Internet connectivity, training,
information technology support services and other items and services used in connection with the
transmission or receipt of electronic prescribing information. eHI recommends that this definition
specifically include connectivity services, help desk services and operating system software. Inclusion
of items such as these will support the optimum use of information technology without adversely
impacting the fight against fraud and abuse. (eHI also recommends that hardware be included under both
the e-prescribing exception and any her exception.)

eHI also recommends that hardware be included under both the e-prescribing exception and any eHR
exception.

Promoting Compatibility and Interoperability — CMS defines the term “interoperable” to mean the
ability of different information systems, software applications and networks to communicate and
exchange information in an accurate, secure, effective, useful and consistent manner and solicits public
comment on this approach.



Interoperability and standards-based health information exchange is a bedrock of eHI’s organizational
principles, mission and work. It propagates the mobilization of healthcare data electronically across
systems, which eHI believes is the key to realizing the full value of improving quality, saving lives and
reducing costs by providing information about the patient when and where it is needed most — at the
point of care. As noted above, interoperability also is specifically called for in eHI’s common policy
principles relating to new physician self-referral and anti-kickback law exceptions and safe harbors,
which state that:

¢ Any new exceptions should encourage interoperability using a standard electronic format
and recognize the evolving nature of standards and interoperability processes.

¢ Any new exceptions should encourage collaborative models for sharing health
information technology. :

eHI would ask CMS, in reviewing its definition of interoperability, to take these principles into account,
as well as specific consensus-based definitions of interoperability already existing today from HL-7, the
National Alliance for Health Information Technology (NAHIT) and the definition of interoperability
published in the January 18, 2005 collaborative Office of the National Coordinator for Health
Information Technology (ONCHIT) RFI Response, endorsed by 13 major health and information
technology organizations including eHI. These three definitions are detailed below.

The HL-7 definition of interoperability is the ability of two or more systems or components to exchange
information and to use the information that has been exchanged accurately, securely, and verifiably,
when and where needed.

The NAHIT definition of interoperability is the ability of different information technology systems and
software applications to communicate, to exchange data accurately, effectively and consistently, and to
use the information that has been exchanged.

The term interoperabﬂity in the Collaborative ONCHIT RFI Response has three distinct components,
each of which must be present to enable full participation:

o At the I/T network access level (here meaning the Internet), interoperability means the capacity
to physically connect a sub-network user to the network for the purpose of exchanging data over
its components with other users.

e At the network authentication level, interoperability consists of the ability of a connected user to
demonstrate appropriate permissions to participate in the instant transaction over the network,
based on demonstrating appropriate authentication(s) of user and subnetwork identity as a
privileged party;

e At the application level, interoperability means the capacity of a connected, authenticated user to
access, transmit and/or receive/exchange usable information with other users. The
interoperability standard must support the full spectrum from uncoded and unstructured data to
highly structured and coded semantics. Therefore, at the application level, there will be a
hierarchy of coexisting interoperability information standards to accommodate the varying needs
and sophistication of the user information exchange.

Collectively, these definitions provide additional insight into what comprises the interoperability
concept and the goals it should aim to achieve, which are vital in CMS’ proposed rule.




Value of Protected Technology — CMS considers in the proposed rule whether to limit the aggregate
fair market value of all items and services provided to a physician from a single donor and states its
belief that a monetary limit is appropriate and reasonable to minimize the potential for fraud and abuse.

eHI does not support a dollar cap or other limit on the aggregate fair market value of all items and
services provided to a physician from a single donor. In our view, such a limitation is (1) not necessary,
may be difficult to formulate with a specific dollar figure (indeed the value of items and services may be
perceived quite differently depending on whether the value is calculated in terms of donor’s actual cost
or as the value to the receipient receiving the items and serves at issue), and (3) would unnecessarily
discourage donors from providing items and services.

If CMS does opt to adopt a limit or monetary cap, eHI believes this cap should reflect an appropriately
expansive limit and adequately accommodate both the value and costs of items and services.

Finally, eHI would like to emphasize that many physicians already possess items or services used for e-
prescribing, which were purchased at fair market value. These “early adopters” who have alréady
expended the effort and resources to implement health information technology that improves patient
care would be penalized under the current proposed rules because they already possess the items or
services that the permitted donors would be offering for no charge and thus could not make the -
certification that the items and services are not technically or functionally equivalent to items and
services the recipient already possesses or has obtained. These “early adopters” with preexisting
software (whether obtained for free or at a cost) should be rewarded with the same opportunity to benefit
from donation opportunities as other providers. Therefore, permitted donors of e-prescribing items and
services and should be allowed to offer the e-prescribing component without charge from the effective
date of the final rules.

Pre-and Post-Interoperability Exceptions: § 411.357(w) and §411.357(x

Simplification — In general, eHI believes that the pre- and post-interoperability exceptions (applying to
her technology donated before HHS adopts product certification criteria and after, respectively) should
be replaced by requirements that more simply and rationally recognize the evolving nature of
information technology tools, standards and interoperability that will underlie them. Several of eHI’s
more specific concerns are discussed below.

Definition of eHR — The proposed rule states that in order to protect against program abuse, CMS is
considering including in the final regulations a definition of “electronic health records” for purposes of
the exception and is soliciting comments on how this definition should be drafted.

eHI believes that any eHR definition should provide maximum flexibility and err on the side of being
overinclusive in terms of function and capability, rather than underinclusive, given that the potential
exceptions seek to encourage behavior and practices that will save lives. If CMS adopts a restrictive
eHR definition, it may be limiting the exception’s health-enhancing and life-saving potential. An
example of a broad eHR definition is one that would include hardware, software, network, training and
support and would enable embedded clinical support tools to measure quality, safety and efficiency
measures and the connectivity to support required measures and interface capabilities. CMS may want to
consider eHR technology that meets AHIC functionality, interoperability and security standards, as
eligible for protection under the exception.




Benchmark Survey and Evaluation - Consistent with its common safe harbor principles
(set forth above), eHI recommends that a benchmark survey and evaluation of the
proposed rule and its effects be conducted two years after its effective date and on an
annual basis thereafter. In carrying out the study, CMS should consult (1) the OIG
another appropriate HHS agencies, (2) the Medicare Payment Advisory Commission, (3)
representatives of providers and other stakeholders subject to the rule, (4) the
Government Accountability Office, and (5) experts in health care economics and
delivery. Based on the results of this study, CMS can propose additions, deletions, or
modifications to the proposed exceptions.

Conclusion

eHI commends CMS for its efforts through this proposed rule to achieve an important milestone on the
road to President Bush’s goal that the majority of Americans to have electronic health records in ten
years and for contributing to the growing body of thought on how to transform the healthcare system as
we know it. As eHI has emphasized in the above comments, however, much remains to be done to
strike the appropriate balance in the proposed rule between combating healthcare fraud and abuse and
providing useful, workable exceptions that will encourage the innovation and adoption of HIT.
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December 9, 2005

Mark B. McClellan, M.D., Ph.D.
Administrator,

Centers for Medicare & Medicaid Services
200 Independence Avenue, S.W.

Room 445-G

Washington, DC 20201

Re: CMS-1303-P; Medicare Program; Physicians’ Referrals to Health Care Entities
With Which They Have Financial Relationships,; Exceptions for Certain Electronic
Prescribing and Electronic Health Records Arrangements; Proposed Rule.

Dear Dr. McClellan:

Premier appreciates the opportunity to comment on the proposed rule on exceptions
under the Medicare and Medicaid physician self-referral laws for non-monetary
donations to physicians to promote the adoption of health information technologies.

Premier is a strategic alliance of approximately 200 independent, not-for-profit
health systems that operate or are affiliated with more than 1,400 hospitals and other
health care sites nationwide. Our comments primarily reflect the concerns of
Premier’s owner hospitals and health systems, which are at the forefront in the
adoption of health information technologies (HIT) to prevent patient errors, promote
better coordination of care, and improve health care quality.

First, we would like to commend the Centers for Medicare and Medicaid Services
(CMS) for publishing proposed rules that go further than those required by the
Medicare Moderization Act of 2003 (MMA), which only required establishment of
an exception under the self-referral laws for non-monetary donations of e-
prescribing technologies.

Using its regulatory discretion, the agency has also proposed two sequential
exceptions for donations to promote the use of electronic health records (EHRs) by
physicians, one to be effective before the adoption of uniform Federal standards for
interoperability and another to apply after the adoption of such standards.

Although these proposed exceptions are steps in the right direction, we are
nonetheless concerned that, as currently crafted, they will fall short of achieving
their stated objectives. Our primary concerns are outlined below.

Electronic Prescribing Exception: § 411.357(v)

First, the proposed rule is unclear about when multi-functional technologies —
including software, hardware, and connectivity services — are protected from
sanctions under the self-referral laws. The preamble indicates that CMS is
proposing to permit the donation of such technologies in some circumstances as long
as the ancillary functions do not become more important than the functions the
proposed rule is intended to promote: e-prescribing and EHR.




PREMIER

However, the test for whether such technologies meet this requirement is articulated
in different ways for hardware and software. In a discussion of hardware and
connectivity services in relation to e-prescribing, CMS indicates that the function of
e-prescribing must be a “substantial use” of the donated technology (p. 59185,
column 2), but does not define what this means. In a discussion of post-
interoperability EHR software, the summary table appearing in the preamble (p.
59184) indicates that the EHR function must be the “core function” of such
software, as does the preamble’s text (p. 59190, column 1). This term is also
undefined, and does not appear in the text of the regulation. The uncertainties
created by standards that differ depending on the technology involved, and that
include terms that are not carefully defined will discourage donations of such
technologies.

Second, the proposed rule would require that a donated item or service — whether an
e-prescribing technology or an EHR-related technology -- not be “technically or
functionally equivalent to items and services” already possessed by a physician.
While the agency includes a brief discussion of these concepts in the preamble to the
proposed rule — and indicates that this requirement would not “preclude upgrades of
equipment or software that significantly enhance the functionality of the item or
service”, this does not provide sufficient guidance on this matter to ensure that a
donation falls within one of the proposed exceptions. This will present a problem not
just for hospitals, but for physicians receiving the donation, who are required to
certify that it meets this requirement.

Third, the proposed rule would limit donations by a hospital to physicians who are
members of its medical staff “who routinely furnish services at the hospital”. CMS
indicates that this requirement is intended to prevent hospitals from offering
inducements to physicians who practice at other hospitals to join the medical staff of
the hospital offering a technology donation. Unfortunately, this requirement would
preclude hospitals from making such donations to physicians in the community who
refer patients to them, but may not furnish services at the hospital because of the
advent of physician specialties, such as hospitalists, who assume responsibility for
the day-to-day care of a patient while he or she is in the hospital. It would also seem
to preclude donations to physicians who refer patients to hospitals for outpatient
diagnostic services furnished by others at the hospital. Yet, in all these cases, it may
be very important for community physicians to have a ready means for exchanging
information with the hospital and with physicians providing services in the hospital
inpatient or outpatient settings, and thus it would make sense for hospitals to donate
e-prescribing or EHR-related technology to such community physicians.

Fourth, although it does not specify any amounts or fixed methodology, the
proposed rule indicates that CMS intends to establish one or more caps on the value
of donated technologies. Although such limitations may be appropriate at some
point in the future, the need for continuing investments by hospitals in technologies
— HIT and other -- for their own operations will constrain the resources available to
donate technologies to physicians for the foreseeable future and will make any caps
unnecessary in the near term.

However, if CMS includes a cap in its final rule, Premier urges the agency to use the
actual costs incurred by a hospital in acquiring a donated technology to determine its
compliance with the cap, rather than applying a test of fair market value, which itself
may be expensive for a hospital to determine. Unlike cost-based reimbursement
systems — where externally determined upper limits on reimbursable costs may
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create incentives for efficiency and economy — in this context there is no incentive
for hospitals to overpay for donated technologies and every incentive for them to
constrain their costs. In addition, if CMS decides to adopt a cap, we would
encourage the agency to set that cap at the highest possible level; otherwise, the new
safe harbor may fail to accomplish its intended goals.

Pre-Interoperability Electronic Health Records Exception: § 411.357(w) and
Post-Interoperability Electronic Health Records Exception: § 411.357(x)

Many of the preceding comments obviously apply to both the e-prescribing and the
EHR-related portions of the proposed rule. In addition, although Premier
appreciates CMS’ initiative in proposing an exception for donations of EHR-related
software, we believe that the establishment of sequential, pre- and post-
interoperability exceptions is unworkable and may discourage the donation of such
technologies until after the issuance of uniform Federal interoperability standards.

Finally, Premier is a member of the National Alliance for Health Information
Technology and would like to associate itself with the comments it has submitted on
the proposed rule.

Thank you again for the opportunity to comment on the proposed rule. If you would
like to discuss our comments further or have any questions, please feel free to call
Linda Rouse at 202.879.8005.

Zincerely, 7 Z

Margaret Reagan
Corporate Vice President
Premier




RENAL LEADERSHIP COUNCIL

Providers of Quality Care for the Nation's Dialysis Patiert/s

December 9, 2005

VIA Hand Delivery

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Attention: CMS-1303-P

Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC 20201

RE: File code CMS-1303-P

Dear Sir or Madam:

=

DEC -9 2005

Attached please find an original and two copies of the Renal Leadership Council’s comments on

the Proposed Rule addressing Exceptions for Certain Electronic Prescribing and Electronic

Health Records Arrangements under the physician self-referral prohibition. 70 Fed. Reg. 59182

(Oct. 11, 2005).

If you have any questions, please do not hesitate to contact me. Thank you.

Sincerely,

e

N\W a I %
Marilyn Yager, Lé %A
Executive Director

601 Pennsylvania Avenue, NW - North Building, 10t Floor - Washington, DC 20004 - 202/756-3341




RENAL LEADERSHIP COUNCIL

Providers of Qualily Care for the Nation's Diclysis Patients

December 9, 2005

VIA Hand Delivery

Mark McClellan, M.D., Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Attention: CMS-1303-P

Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC 20201

RE: File code CMS-1303-P
Dear Dr. McClellan:

I'am writing on behalf of the Renal Leadership Council (“RLC”) to present our members’
preliminary views about the October 11, 2005 Proposed Rule addressing Exceptions for Certain
Electronic Prescribing and Electronic Health Records Arrangements under the physician self-
referral prohibition (“Proposed Rule”). The RLC is a coalition representing the three largest
entities providing dialysis care and services to Medicare beneficiaries: DaVita Inc., Fresenius
Medical Care North America, and Renal Care Group. Collectively, these suppliers operate more
than 2,700 dialysis facilities in 42 states that provide dialysis care to approximately 200,000
patients. -

Since the majority of these patients are Medicare beneficiaries, the issues raised by the Proposed
Rule will significantly affect the relationships between nephrology practices and the dialysis
clinics operated by RLC members. Coordinating the information sharing between the providers
who see and treat dialysis patients in the clinic, emergency department and hospital is a critical
step toward improving patient care for this vulnerable population. Interoperable clinic electronic
health record systems and dialysis information systems are critical to improving communication
among the wide variety of providers that care for these patients, streamlining the ordering
processes used to direct and initiate treatment, and continuing to enhance the overall quality of
care that patients receive.

1. Electronic Prescribing Exception: §411.357(v)

A. Designated Health Services Entities Protected by the Exception

The Centers for Medicare and Medicaid Services (“CMS”) is specifically soliciting comments on
whether there is a need to protect other Designated Health Services (“DHS”) entities, beyond

601 Pennsylvania Avenue, NW - North Building, 10t Floor - Washington, DC 20004 - 202/756-3341




those specifically set forth in § 1860D-4(e) of the Social Security Act. Although the Proposed
Rule as currently drafted envisions that hospitals and medical groups will be primarily
responsible for providing appropriate technology to individual physicians and other prescribing
providers, we strongly urge CMS to expand the definition of Donor to include End Stage Renal
Disease (“ESRD”) suppliers/providers.

ESRD providers, like hospitals and group practices, maintain medical staffs that could use
electronic prescribing (“e-prescribing”) technology to improve the quality of patient care for this
vulnerable Medicare population. Given the wide range of health care providers and settings
involved in the treatment of ESRD patients, there is a great need for standardization across the
continuum of care. Furthermore, the RLC believes that limiting the scope of the exception to
only these providers will create obstacles to the Secretary’s overarching goal of interoperability
of health care information technology. On the contrary, expanding the permissible Donors to
include ESRD providers would further encourage the broad adoption of standardized EHR
functionality and interoperability between the physicians’ medical practice systems and the
ESRD providers’ dialysis information systems. In addition, allowing only certain types of
providers to donate e-prescribing technology places other similarly situated health care providers
that may compete to attract clinical staff, such as ESRD facilities, at a competitive disadvantage.
Thus, we recommend that CMS revise the Proposed Rule to include ESRD providers as
permissible Donors.

However, if CMS decides not to expand the definition of Donors to include ESRD providers
specifically, we recommend that CMS revise the Proposed Rule to protect e-prescribing items
and services provided by “other providers that maintain a medical staff pursuant to medical staff
bylaws to members of their medical staffs,” as long as the other conditions of the proposed
exception are satisfied.

B. “Used Solely”

As acknowledged by CMS, hardware and connectivity services are often used for more than one
purpose. Accordingly, CMS is exercising its regulatory authority to create an additional
exception to protect the provision by Donors of some limited hardware and connectivity services
that are used for more than one function, so long as a substantial use of the item or service is to
receive or transmit e-prescribing information. The RLC generally supports CMS’ proposal to
establish this additional exception for multi-functional items and services. However, given the
difficulty involved in separating and defining functionality, we recommend that all software,
hardware, and connectivity services that are used in e-prescribing and electronic health records
(“EHRs”) be protected if such system is interoperable and necessary for the purpose of the
donation, regardless of whether or not the software, hardware and connectivity services provide
functions in addition to e-prescribing and EHR functions.

C. Value of Protected Technology

CMS is considering limiting the aggregate value of the e-prescribing technology that a Donor
could provide under the exception. The RLC recommends that CMS not establish a cap on




donated technology. Given the wide range of costs of this type of technology, a cap might force
Donors to provide outdated technology or items and services that are less than state-of-the-art.
Consistent with the Secretary’s stated goals, we believe the incentive should be to provide the
best systems available, so providers can operate efficiently and achieve interoperability as soon
as possible. A cap is likely to interfere with these goals. From an administrative perspective,
given the constant changes in technology, we believe it would be very difficult to assess the value
and create an appropriate, consistent cap for the variety of relationships between Donors and
Recipients. |

D. Additional Limitations — Promoting Compatibility and Interoperability

Currently, the Proposed Rule provides protection to only those items and services necessary and
used solely to receive and transmit electronic prescription drug information. We recommend that
CMS expand the protected items and services to include “necessary” items and services to
conduct e-prescribing transactions of all kinds, including laboratory and dialysis orders. This
type of protection is necessary to achieve true interoperability of health care information
technology systems.

2, Pre-Interoperability Electronic Health Records Exception: § 411.357(w)
A. Permissible Donors

As discussed above, CMS is specifically soliciting comments on whether there is a need to
protect other DHS entities beyond those specifically set forth in the Proposed Rule. Although the
Proposed Rule envisions that hospitals and medical groups will be primarily responsible for
providing appropriate technology to individual physicians and other prescribing providers, we
strongly urge CMS to expand the definition of Donor to include ESRD suppliers/providers.

ESRD providers, like hospitals and group practices, maintain medical staffs that could use EHR
technology to improve the quality of patient care for this vulnerable Medicare population. Given
the wide range of health care providers and seftings involved in the treatment of ESRD patients,
there is a great need for standardization across the continuum of care. Furthermore, the RLC
believes that limiting the scope of the exception to only these providers will create obstacles to
the Secretary’s overarching goal of interoperability of health care information technology. On
the contrary, expanding the permissible Donors to include ESRD providers would further
encourage the broad adoption of standardized EHR functionality and interoperability between the
physicians’ medical practice systems and the ESRD providers’ dialysis information systems. In
addition, allowing only certain types of providers to donate EHR technology places other
similarly situated health care providers that may compete to attract clinical staff, such as ESRD
facilities, at a competitive disadvantage. Thus, we recommend that CMS include ESRD
providers as permissible Donors.

However, if CMS decides not to expand the definition of Donors to include ESRD providers
specifically, we recommend that CMS revise the Proposed Rule to protect EHR items and
services provided by “other providers that maintain a medical staff pursuant to medical staff




bylaws to members of their medical staffs,” as long as the other conditions of the proposed
exception are satisfied.

B. Value of Protected Technology

As discussed above, the RLC recommends that CMS not establish a cap on donated technology.
Given the wide range of costs of this type of technology, a cap might force Donors to provide
outdated technology or items and services that are less than state-of-the-art. Consistent with the
Secretary’s stated goals, we believe the incentive should be to provide the best systems available,
so providers can operate efficiently and achieve interoperability as soon as possible. A cap is
likely to interfere with these goals. From an administrative perspective, given the constant
changes in technology, we believe it would be very difficult to assess the value and create an
appropriate, consistent cap for the variety of relationships between Donors and Recipients.

3. Post-Interoperability Electronic Health Records Exception: 411.357(x)
A. Permissible Donors

The RLC urges CMS to add ESRD suppliers/providers to the list of permissible Donors. ESRD
providers, like hospitals and group practices, maintain medical staffs that could use EHR
technology to improve the quality of patient care for this vulnerable Medicare population. Given
the wide range of health care providers and settings involved in the treatment of ESRD patients,
there is a great need for standardization across the continuum of care. Furthermore, the RLC
believes that limiting the scope of the exception to only these providers will create obstacles to
the Secretary’s overarching goal of interoperability. Expanding the permissible Donors to
include ESRD providers would further encourage the broad adoption of standardized EHR
functionality and interoperability between the physicians’ medical practice systems and the
ESRD providers’ dialysis information systems. In addition, allowing only certain types of

~ providers to donate EHR technology places other similarly situated health care providers that
may compete to attract clinical staff, such as ESRD facilities, at a competitive disadvantage.

However, if CMS decides not to expand the definition of Donors to include ESRD providers
specifically, we recommend that CMS revise the Proposed Rule to protect EHR items and
services provided by “other providers that maintain a medical staff pursuant to medical staff
bylaws to members of their medical staffs,” as long as the other conditions of the proposed
exception are satisfied.

B. Value of Protected Technology

The RLC recommends that CMS not establish a cap on donated technology. Given the wide
range of costs of this type of technology, a cap might force Donors to provide outdated
technology or items and services that are less than state-of-the-art. Consistent with the
Secretary’s stated goals, we believe the incentive should be to provide the best systems available,
so providers can operate efficiently and provide the best care possible. A cap is likely to interfere
with these goals. From an administrative perspective, given the constant changes in technology,




we believe it would be very difficult to assess the value and create an appropriate, consistent cap
for the variety of relationships between Donors and Recipients.

* * *

Thank you for the opportunity to comment on the proposed Stark exceptions for e-prescribing
and EHR items and services. The RLC members look forward to working with CMS to finalize
the Proposed Rule in a way that allows ESRD providers to continue providing quality care to
Medicare beneficiaries and to contribute to achieving the Secretary’s goal of interoperable health
care information technology systems.

Sincerely,

(\/\(Wﬁf(m 3“%’“ (&2

Marilyn Yager
Executive Director




Providence  Health System

December 12, 2005

The Honorable Mark W. McClellan, M.D.
Administrator

Centers for Medicare and Medicaid Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, D.C., 20201

RE: CMS-1303-P, Medicare Program: Physicians’ Referrals to Health Care Entities With
Which They Have Financial Relationships; Exceptions for Certain Electronic Prescribing
and Electronic Health Records Arrangements

Dear Dr. McClellan:

On behalf of the Providence Health System, I want to offer our formal comment to CMS’
Notice of Proposed Rulemaking that sets forth new exceptions to the Physician Self-
Referral Law (“Stark™) regulations for the purposes of facilitating the adoption of
technology for e-prescribing medications and electronic health records.

The Providence Health System is a not-for-profit, Catholic health system that includes 18
acute care hospitals, 18 freestanding long term care facilities, clinics and physician
groups, a health plan and home health agencies serving communities in Alaska,
Washington, Oregon and California. Nearly 40% of the Providence Health System’s
gross revenue comes from the Medicare program; we are the largest Medicare provider in
the states of Alaska and Oregon. While these payments are an important part of the
system’s revenue, more importantly they enable the provision of services for tens of
thousands of Medicare beneficiaries.

The widespread adoption of health information technology, in particular electronic health
records, is vital to improve both the quality and efficiency of our nation’s health care
system and we applaud CMS’ efforts, in conjunction with the Office of the Inspector
General, to remove significant regulatory barriers to physician adoption of e-prescribing
and electronic health record technology. In general, we believe the October 11 proposed
rule is a step that will bring us closer to that goal.

In this letter, we offer our perspectives and recommendations to CMS on specific policy
proposals made in the October 1 1™ proposed rule. These are:
1. The need for greater clarification on what constitutes “covered technology” for
both e-prescribing and electronic health records;

I~




concerned that physicians may intentionally divest themselves of functionally or
technically equivalent technology that they already possess in order to shift costs to the
DHS entity.

While we agree with the importance of assuring that opportunities for fraud and abuse be
minimized, we are concerned that this provision is overly cumbersome and ultimately
unnecessary. In our view, it will be difficult for even the most technically-savvy
physicians to be proficient at distinguishing computer hardware and making a
determination that one product is technically or functionally equivalent to another. We
also believe it is unlikely that a physician office that has invested in an electronic health
records system or e-prescribing system is likely to fully divest that system in favor of a
new one, simply because it is being donated by a partner hospital.

Moreover, CMS does not provide specific criteria — understandably so given the rapid
evolution of this technology — to guide recipients on what would constitute equivalence.
Accordingly, the burden will fall on the donor hospitals to make that determination,
which will hinder the adoption of the technology.

Recommendation:

We urge CMS to eliminate the requirement that physicians certify that they do not
possess technically or functionally equivalent items and services; instead, such a
determination should be predicated on a good-faith standard for compliance. Further, we
urge CMS to develop a clear and consistent standard for what constitutes equivalence to
prevent confusion and hesitation on the part of both donors and recipients.

Pre- and Post-Interoperability Period Exceptions for Electronic Health Records
CMS proposes two separate exceptions for the donation of items and services for
electronic health records: the first period, pre-interoperability, would allow for a more
limited exception for items and services donated before the Secretary’s adoption of
product certification criteria, including criteria for the interoperability, functionality and
privacy and security of electronic health records technology; the second exception period,
post-interoperability, would apply to donations made after produce certification criteria
are adopted by the Secretary. Appropriately, the post-interoperability exception is
broader in the technology covered.

We recognize the need to move cautiously on exceptions for electronic health records in
the absence of interoperability certification criteria and applaud the efforts of the
Certification Commission on Health Information Technology (CCHIT) toward
developing a model certification process. While we support the goal of achieving
interoperability, we expect that many, if not most, hospitals will wait until the post-
interoperability period to begin making donations of EHR technology to physicians,
given the uncertainty of the certification development process, which could take
considerable time before it is completed.

Recommendation:




Conclusion

In general, we strongly support CMS’ efforts to remove barriers to adoption of electronic
prescribing and electronic health records across the health care system. Further, we
encourage the agency to consider expanding the list of donors to include other providers
not mentioned in the proposed rule, such as long term care facilities, laboratory networks
and others. We believe this is good public policy and encourage CMS and the OIG to
move quickly to adoption, recognizing the specific recommendations noted above.

Thank you for your consideration of our comments and should you have any questions on
these remarks feel free to contact Steve Brennan, Director, Public Policy & Regulatory
Affairs at 206.464.4717 or e-mail at steve.brennan@providence.org

Sincerely,

%W«.MD

John Koster, M.D.
Chief Executive Officer
Providence Health System
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Dear Mr. Levinson and Dr. McClellan:

The Association of American Medical Colleges (AAMC) welcomes the opportunity to
provide comments on the proposed rules, Safe Harbor for Certain Electronic Prescribing
Arrangements Under the Anti-Kickback Statute (O1G) and Exceptions for Certain
Electronic Prescribing and Electronic Health Records Arrangements (CMS). The
AAMC represents all 125 accredited U.S. allopathic medical schools, approximately 400
major teaching hospitals and health systems, 96 academic societies, and 90,000 clinical
faculty. The Association is pleased that in addition to proposing a safe harbor and
exception for e-prescribing, as required by the Medicare Modernization Act, the OIG and
CMS recognize the need to create safe harbors for the provision of electronic health
records (EHRs). However, as will be described below, we have concerns that the
proposed safe harbors will not accomplish their goals and may have unintended negative
consequences.

General Considerations and Concerns

When the Physician Self-Referral (“Stark™) and Anti-Kickback laws were passed, neither
lawmakers nor others contemplated a world in which electronic capabilities would be a
key to achieving significant improvements in the safety, quality, and efficiency of patient
care. Today, physicians, hospitals, health systems, and other entities are starting to be
held accountable for quality. Medicare also is beginning to tie hospital payments to the
reporting of quality indicators, a trend that is likely to expand. But hospitals and
physicians need the proper tools to measure and improve quality. The adoption of EHRs
is costly, and is not equally affordable by all sectors of the health care field. Many
hospitals are willing to pay some or all of the costs of providing physicians and other
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health care providers with EHRs. Many physicians will not spend substantial resources
on these tools, especially at a time when they are facing large payment reductions from
the Medicare program. The Physician Self-Referral and Anti-Kickback laws have been
widely identified as two impediments to widespread EHR adoption.

While the government is not free to ignore statutes, it does have substantial authority to
shape regulations to support significant public objectives where the risk of fraud and
abuse is minimal. To achieve the goal stated by the Administration, that all Americans
will have electronic health records by the year 2014, flexibility must be granted to the
donors and recipients of EHRs and e-prescribing software, and to the recipients. In the
proposed rules, the OIG and CMS have taken some steps in that direction but significant
changes must be made if the government’s goal of faster dissemination of EHRs is to be
realized.

The OIG has acknowledged the need for a safe harbor for the provision of EHRs, but
states in the preamble that “the provision of electronic health records technology to
physicians and others poses greater risk of fraud or abuse than the provision of electronic
prescribing technology; electronic health records technology is inherently more valuable
to physicians in terms of actual cost, avoided overhead, and administrative expenses of an
office practice.” This assumes that the acquisition of technology at reduced or no cost to
the physician will encourage bad behavior. The reality is that as the push for quality
grows stronger, and the call for electronic health records becomes more persistent,
physicians will have no choice but to adopt electronic technology. For them, even “free”
technology will come at a major cost in terms of significant changes in office procedures
and the continuing need for support and training related to the software. For these
reasons, many physicians are reluctant—if not resistant—to adopt electronic technology.
Hospitals, integrated delivery systems, and other possible donors hold the potential to
make EHR adoption happen more quickly if the fraud and abuse laws do not stand in
their way.

Comments on Specific Proposals

Many of the proposals on which comments are submitted below appear in both the e-
prescribing and EHR safe harbors and exceptions proposed by OIG and CMS. The
comments apply to all relevant safe harbors and exceptions.

E-Prescribing as Stand-Alone Software. The Medicare Modernization Act (MMA)
calls for a safe harbor “solely related to e-prescribing.” In the marketplace, it is
difficult to find e-prescribing software that is not part of a bundled package offering
many other functions. Furthermore, without adequate T1 lines, secure connections,
ongoing maintenance and support, and other interfaces, the software is not functional.

" In some cases, it also may be necessary to supply the hardware. The OIG and CMS
should use their statutory authority to expand the exception and recognize that e-
prescribing software can be, and most frequently is, an integral part of a more
complete package, and the provision of additional items should be covered by the
exception and safe harbor.




Although recipients could be charged “fair market value” for the additional functions
and items, determining what that amount would be when many of these products are
developed and sold as a single unit is impractical. Further, if many physicians do not
have the resources to purchase these products, then it is likely that they will choose
not to acquire them if they must pay for them. As long as the provision of these items
and services is part of the implementation of an over-all national policy goal, and the
hospital does not tie provision of the products to a requirement for referrals, providing
them free or below cost should be allowed.

Physician Certification. The rules propose that physicians be required to certify that
items and services provided are not “technically or functionally equivalent” to those
already possessed by recipient. Should a recipient mistakenly certify the lack of
equivalency, the consequences could be huge, so fear of incorrectly certifying may
become an impediment to physician adoption of EHRs. It seems unlikely that
physicians would want to have multiple equivalent systems in their offices, since it
would then be necessary to learn and support each system, but deciding on technical
and functional equivalency requires a high level of knowledge that is beyond that of
most individual physicians. Adding to the difficulty of certification is that even if a
system has some equivalent functionality as a stand alone physician office system, it
may not be capable of being part of an integrated electronic records. If the
certification requirement is retained, the standard should be that the certification is
given in good faith. Additionally, the government should provide assistance in
determining equivalency.

Donors and Recipients. As proposed, the anti-kickback regulation would apply to
donations from a hospital to a physician on its medical staff who routinely furnishes
services at the hospital. Some hospitals have other health care professionals, such as
NPs and PAs on their medical staffs. Also, some physicians refer patients to hospitals
for either inpatient services that are provided by a hospitalist, or for outpatient
services provided by a physician on the hospital’s medical staff. In either case, the
physician does not routinely furnish services at the hospital, but both the referring and
treating physicians and the patients would benefit from being able to use an
interoperable EHR. Permitted recipients should include all individuals on a hospital’s
medical staff who routinely furnish services at the hospital as well as physicians and
other licensed health care professionals whose patients regularly receive inpatient
and/or outpatient care at the hospital or health system.

For both the anti-kickback and “Stark” regulations, the permissible donors should
include all components of integrated delivery systems (IDSs). Typically, an IDS
consists of a parent entity that owns or controls one or more hospitals, and at least one
or more of the following: network providers; an entity that operates and manages the
network providers; and/or a physician-hospital organization or physician
organization, and all relevant components. Permissible recipients should include
physicians and other providers who have contracted with the IDS to provide services,
whether or not they are members of the hospital’s medical staff.




Publicly Available Software. Comments are requested about whether, and if so how,
to take into account recipient access to any software that is publicly available either
free or at a reduced priced. Publicly available sofiware is not relevant to the
requirements of a safe harbor or an exception. After the Department of Veterans
Affairs attempted to make its EHR system (known as VISTA) available for public
use, it decided instead to beta test the software at a limited number of sites.
Presumably, at some point the software will be made available more broadly. The
VISTA system is designed for smaller practices, and it is anticipated that users will
incur huge costs associated with upgrades and maintenance.

Hospitals and physicians must be allowed the flexibility to determine which software
best meets their needs, as long as it also meets the interoperability standards (once
they are available). It should be noted that an advantage of publicly available software
is that it may help to “level the playing field,” so that in those locations where a
hospital does not have the financial ability to pay some or all of the costs for
physicians to obtain the software, it can be acquired.

Pre- and Post- Interoperability Rules. CMS wrote, “we believe that interoperability
can serve as an important safeguard against fraud and abuse.” Whether or not this is
true, waiting for interoperability before a meaningful safe harbor is available seems
contrary to achieving the objective of widespread dissemination and use of EHRs.
The minimal risk of fraud and abuse in a pre-interoperability world must be wei ghed
against the major potential that EHRs hold for improved patient care. Many hospitals
and health systems that have the wherewithal to provide physicians with EHRs will
not do so because of concerns that they may be seen as violating the fraud and abuse
laws. But if adoption of EHRs is a national policy goal, then those in the position of
helping to achieve that goal must be given the go-ahead to do so. In our imperfect
world, eliminating all risk of fraud and abuse is impossible. Using the fear of
prosecution for violation of the fraud and abuse as a barrier to progress is, in our
view, untenable.

In lieu of separate pre- and post- interoperability standards, the safe harbor should
require that the items being donated can exchange health care information in
compliance with standards once adopted by the Secretary, and that nothing may be
done to the items that would pose a barrier to this information exchange. Any services
provided under the safe harbor or exception must be in support of those items.

If the final rule contains the pre- and post- operability distinction, then the standards
must be adopted simultaneously to allow hospitals to plan effectively.

Setting a Cap on the Value of the EHR. At this time insufficient information is
available to set a reasonable per physician or provider cap on the value of the items
and services that may be provided. If a low cap is established, it may discourage the
provision of EHRs. If a high cap is established, hospitals may feel pressured to
provide the maximum amount allowable. There is no definitive evidence that a cap




will prevent fraud and abuse, though an incorrectly set cap may have adverse
consequences for EHR dissemination. The best approach is to monitor this issue. If
in the future it becomes apparent that a cap should be set, then the government should
establish one.

Issuance of an Anti-Kickback EHR Safe Harbor

The AAMC is concerned that rather than proposing actual regulatory language for
comment and review, the OIG has chosen to pose many issues that need to be resolved
before a safe harbor can be developed. We recognize the need for hospitals, physicians,
and others to be given clarity about the rules that govern the provision of EHRs, and
understand that this must be done as quickly as possible. Also, as stated previously, the
Anti-Kickback Safe Harbor must be consistent with the “Stark” exception for EHRs.
However, we believe that it would be premature for the OIG to proceed to a final EHR
safe harbor. What appears in the Federal Register is akin to an Advanced Notice of
Proposed Rulemaking and not a proposed rule, so it should yield sufficient valuable
comments and information to allow the OIG to proceed to the next step. The OIG should
be committed to issuing a proposed rule as soon as the comments are analyzed, and to
publishing a final rule shortly thereafier. Alternatively, the OIG could issue an interim
final rule with a comment period. For a safe harbor that encourages EHR dissemination,
time is of the essence.

It is extremely important that the safe harbor parallel CMS’s “Stark” exception for EHRs.
Any conflicts between the safe harbor and the “Stark™ exception would discourage their
use, and could further delay the widespread dissemination of EHRs.

The AAMC also endorses the letters submitted by the National Alliance for Health
Information Technology and Partners HealthCare System.

If you wish to discuss these comments further, please contact Ivy Baer of my staff at 202-
828-0499.

ordan J. Cohen, M.D.
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December 12, 2005

VIA HAND DELIVERY

Office of Inspector General

Department of Health and Human Services
Attention: OIG-405-P, Room 5246

Cohen Building

330 Independence Avenue, SW
Washington, DC 20201

RE: Comments to Proposed Safe Harbor for Certain Electronic Prescribing Arrangements Under
the Anti-Kickback Statute

To Whom It May Concern:

On behalf of CBLPath, Inc., a specialized anatomic pathology laboratory providing pathology
services to patients of physician practices around the nation, we appreciate the opportunity to
present our comments on the proposed safe harbors for electronic prescribing arrangements and
electronic health records (“EHR?”).

Comment 1

For the reasons set forth below, we would appreciate the OIG s clarifying that the proposed safe
harbors have not been developed to address software interfaces between ancillary service
providers and ordering physicians as further described below and that such interfaces should
continue to be reviewed under a traditional anti-kickback analysis.

In an effort to improve the quality and efficiency of health care we provide to our patients, we
had begun investigating how to facilitate more accurate and efficient communication between
laboratories and ordering physicians while maintaining compliance with the Anti-Kickback
Statute. As part of that process, we considered whether a laboratory could provide a software
interface between the laboratory and an ordering physician. These interfaces would allow the
physician to order laboratory tests and to receive test results electronically. Because patient
information is electronically transmitted to the laboratory along with the order for the test, the
laboratory is not required to manually re-enter the patient information into its system. Therefore,
the number of transcription errors, and costs associated therewith, is significantly reduced. The
software interface also allows the laboratory to send test results to the ordering physician
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electronically and routes the results directly into the correct patient’s electronic health record
maintained by the physician’s office.

The electronic interface between the physician practice’s EHR and the ancillary provider’s
systems primarily benefits the ancillary service provider through the elimination of transmission
costs and transmission errors. As a result, the physician practice has little incentive to cover the
expenses associated with the development and installation of such interfaces.!

We do recognize that the physician practice will enjoy some incidental benefit in the improved
efficiencies recognized by the elimination of the filing of paper reports from the ancillary
provider; however, we would encourage the OIG to recognize the policy benefits of the
elimination of potential misfiling and loss of reports, as well as the increased efficiercies
recognized for all providers. In addition, electronic interfaces can materially increase the speed
at which reports can be transmitted and accessed by the physician and ultimately delivered to the
patient.

To limit potential incidental benefits to the physician practice, we would suggest that the
interface supplied by the ancillary service provider be limited to prevent use by third parties and
would be used only for the transmission and receipt of information between the ancillary service
provider and physician practice. This would limit the incidental benefit of receiving or
transmitting information to and from other referral sources.

Pathology laboratories, and other ancillary service providers, have historically relied on existing
guidance from the OIG when providing free or discounted items of value (such as computers or
facsimile machines) to referral sources. That guidance is best summarized in preamble
comments to the safe harbor regulations issued in 1991:;

A related issue is the practice of giving away free computers. In
some cases the computer can only be used as part of a particular
service that is being provided, for example, printing out the results
of laboratory tests. In this situation, it appears that the computer
has no independent value apart from the service being provided
and that the purpose of the free computer is not to induce an act
prohibited by the statute . . . .

The OIG’s analysis regarding the provision of free items such as computers or facsimile
machines, hinges on whether the free item has independent value to the referral source such that
it raises an inference that one purpose of the “gift” is to induce referrals in violation of the Anti-
Kickback Statute. Based upon language in Advisory Opinion 98-16 and the proposed rule, the
OIG considers avoided overhead and administrative expenses in determining whether an item or
service has independent value to the referral source. In summary, so long as the free item or

" In fact, in many situations a Donor may have a business competitive reason to limit interfaces with ancillary
service providers if the Donor also provides such ancillary services.
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service is not intended to induce referrals and does not have independent value apart from the
service being provided, there is not a violation of the Anti-Kickback Statute.

We do not believe that the proposed electronic prescribing or electronic health records safe
harbors reach, or are intended to reach, the type of interfaces described above. The interface
between the laboratory and ordering physician would work in conjunction with the ordering
physician’s existing EHR system. The laboratories would not be providing referral sources with
electronic prescribing or EHR software that could be used by referral sources for any purposes
other than those directly related to the transmission of information between that laboratory and
the ordering physician. Therefore, we would appreciate the OIG’s clarifying that the proposed
safe harbors have not been developed to address these types of interfaces and that such interfaces
will continue to be reviewed under a traditional anti-kickback analysis as set forth below.

Comment 2

We believe that the categories of Donors and Recipients protected under the proposed electronic
prescribing arrangements safe harbor should not be expanded to include ancillary service
providers such as laboratories.

For the reasons discussed in Comment 1 above, we also believe that the categories of Donors and
Recipients should not be expanded to include ancillary service providers. Including ancillary
service providers as a category of Donor appears to contradict the OIG’s longstanding position
with regard to the provision of free items or services. And, as the OIG states in the proposed
rule, even after an interoperable network becomes functional, “parties may use the offer or grant
of free technology itself as a vehicle to capture referrals.” Further, we believe that limiting the
categories of protected Donors and Recipients is preferable to limiting what items and services
can be electronically prescribed. Allowing a broader range of items and services than just
prescription drugs to be electronically prescribed is consistent with the President’s goal of
“achieving widespread adoption of interoperable electronic health records for the purpose of
improving the quality and efficiency of health care.” Therefore, we believe that continuing to
limit the categories of Donors and Recipients-to those already identified is appropriate.

As has been stated by the OIG on a number of occasions, the competitive ancillary provider
market has often abused the provision of free or discounted items of value to referral sources.
Abusive providers who are willing to engage in such practices results in an unfair marketplace
for compliant ancillary service providers. We therefore encourage the OIG to clearly state its
position on ancillary service providers’ use of this safe harbor and would also encourage the OIG
to explain how it would analyze the provision of EHR technology under the traditional anti-
kickback analysis.

B JAL2 692724 v3
2825951-000002 12/12/2005




Office of Inspector General
December 12, 2005
Page 4

Comment 3

We believe that, consistent with the goal of improving health care, the proposed electronic
prescribing safe harbor should be expanded to include prescribing items and services beyond
prescription drugs.

We applaud the government’s efforts to promote the adoption of interoperable electronic
prescribing and EHR technology that will significantly improve the quality and efficiency of
health care in the United States. We believe that, consistent with the goal of improving health
care, the safe harbors should not be limited to electronic prescribing of prescription drugs.
Instead, we believe that the safe harbors should protect qualifying electronic prescription
technology used to transmit prescription information for prescription drugs, as well as items and
services that are not drugs, including supplies and laboratory tests. Our support for extending the
safe harbors to protect the transmission of non-prescription drug information is conditioned upon
the continued limitation of the Donors and Recipients protected under the rule as currently
proposed.

Comment 4

We agree that the provision of EHR technology presents heightened risks and, therefore, any
pre-interoperability safe harbor for EHR technology should not expand the category of Donors
to include coverage of ancillary service providers such as laboratories.

We agree that Donors should be limited to hospitals, group practices, PDP sponsors and MA
organizations. Laboratories such as ours are extremely interested in improving the health and
safety of all of our patients. Nonetheless, we agree that ancillary service providers do not have a
stake that is comparable to the Donors identified above and, as compliant participants in this
marketplace, recognize the OIG’s concern with abusive practices. The limited categories of
Donors identified by the OIG in the proposed rule each have clearly identifiable interests in
providing the electronic prescribing and EHR technology to the identified Recipients. We
believe that it is the existing relationships between hospitals and their active medical staffs or
group practices and their members that serve to protect these arrangements from fraud and abuse
concerns. In the proposed rule, the OIG points out that in the past ancillary service providers
have used the provision of free or discounted goods with independent value to referral sources in
order to induce referrals. However, we do not believe that past improper behavior is sufficient
reason standing alone to exclude ancillary service providers from protection under the proposed
safe harbors. Instead, we think a more appropriate reason not to include ancillary service
providers in the category of Donors would be based upon the fact that any common interests and
relationships between ancillary service providers and referral sources is more tenuous, thus
leaving more room for improper motives to play a role in the provision of these technologies.
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Comment 5

We believe that the categories of Donors or Recipients should not be expanded to include parties
beyond those identified above even after post-interoperability standards have been adopted.

We share the OIG’s concern that parties might “use the offer or grant of free technology itself as
a vehicle to capture referrals,” even after interoperability standards have been adopted.
However, we do not agree that interoperability standards will sufficiently mitigate the risks so
that different safe harbor conditions are appropriate. Therefore, we believe that the categories of
Donors or Recipients should not be expanded to include parties beyond those identified above
even after post-interoperability standards have been adopted.

We appreciate the opportunity to provide our comments on the proposed rule and look forward
to participating in the adoption of electronic prescribing and EHR.

Sincerely,

i/

Michael R. Hess

Cc: William Curtis, CBLPath, Inc.
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December 12, 2005

The Honorable Mark McClellan, MD, Ph.D.
Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Baltimore, Maryland 21244-1850

Dear Dr. McClellan:

GE is pleased to submit our comments regarding the Centers for Medicare & Medicaid Services
(CMS) Proposed Rule on providing Stark Law exceptions for electronic prescription services
(eRx) and Electronic Health Records (EHRs). We appreciate the efforts that you and your
colleagues at the Office of the Inspector General have made in offering pragmatic regulations
regarding protections for donations of eRx and EHRs. The proposed exceptions along with the
proposed Anti-kickback Law safe harbors for eRx and EHRs, are important regulatory tools that
should be used cautiously in the absence of market forces that would otherwise provide the
incentives to enable adoption of health information technology.

GE believes that exceptions for healthcare IT should be allowed only if the exemptions required
the donating entities (e.g., hospitals) and receiving entities (e.g. physicians) to implement
interoperability policies and standards that would not limit or restrict the exchange of patient
health information with any other IT system necessary. These interoperability policies and
standards would ensure portability of information to improve the quality, safety and efficiency of
the patient’s health management, and should be the foundation for any exemptions considered
for eRx and EHRs.

As the Department’s strategy changes from a reactive, late stage healthcare delivery model to a
proactive, early health model that empowers consumers to manage their health, it is essential that
the healthcare delivery infrastructure ensure the portability of a patient’s health information.
Portability provides patients the flexibility to choose services based on what providers offer, with
competitiveness driven by differentiation of quality and cost of care. For physicians to be
competitive in such a market-based healthcare delivery system, they must be empowered with
the choice of IT systems that provide the best benefits to their patients, such as the ability to
negotiate services contracts with additional or alternative providers.

The enabler for patient information portability is in ensuring interoperability amongst all IT
systems in the range of care that the patient encounters, where interoperability is defined as the
uniform and efficient movement of electronic healthcare data from one system to another, such
that the clinical or operational purpose and meaning of the data is preserved and unaltered.
Interoperability requirements have a technology component and a policy component.
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GE recognizes that interoperability technology, as expressed in the various standards and
verified through product certification, will not guarantee that the interoperability required in the
certified products will be deployed in a manner that ensures its intended use, and as a result the
pre-interoperability and post-interoperability phases proposed by CMS and OIG will not achieve
their intended effect. Therefore, GE believes that interoperability policies must be used to drive
the market to demand the technology component of interoperability of eRx and EHRs. With the
exception of the Federal Government, no stakeholder with market power in the healthcare
industry today has strong incentives to demand interoperability.

We believe that the healthcare industry will move with speed and creativity to achieve
interoperability only if government financial and regulatory incentives are predicated upon the
achievement of interoperability in actual care settings. As in any other industry, innovation and
value in healthcare systems will be accelerated with robust competition. Interoperability is a
precondition for robust competition. If government financial and regulatory incentives for
healthcare IT adoption are introduced without strong policies to drive interoperability, current
proprietary platforms will be extended into the marketplace and will stifle competition,
innovation and value in healthcare IT systems.

Government mandated interoperability standards will always lag product and market
innovations, which is why GE believes that interoperability requirements must be driven by
predicating the receipt of government financial and regulatory incentives on conditions that
demand interoperability in practice. In our response, we have provided suggestions on how the
Stark Law exceptions can be structured to incentivize the market to drive rapid interoperability.
GE believes that interoperability does not need to be sacrificed to achieve widespread adoption
of healthcare IT. Rather, with careful crafting of the safe harbors we can achieve widespread
adoption of IT in an interoperable framework.

Interoperability furthers the underlying purpose of both the Stark Law and the Anti-kickback
Law. As discussed in the preamble to both Phase I and Phase II of the Stark Law regulations, the
impetus behind the statute was numerous studies showing that utilization of certain services
increased if the physician had a financial relationship to the service provider. See 69 Fed. Reg.
16,054, 16,056 (Mar. 26, 2004), 66 Fed. Reg. 856, 859-60 (Jan. 4, 2001). The Stark Law was
intended to sever this link and help remove financial considerations from physician decision-
making. Similarly, in issuing the initial Anti-kickback Law regulatory safe harbors, the OIG
expressed concern that certain business relationships might affect a physician's exercise of
"sound, objective medical judgment." See 54 Fed. Reg. 3,088, 3,089 (Jan. 23, 1989). Ina
subsequent issuance, the OIG noted that, among other risks, "kickback schemes can freeze
competing suppliers from the system." See 56 Fed. Reg. 35,952, 35,954 (July 29, 1991). By
diminishing the possibility of donors locking recipients into their network, including

effective interoperability policies in the proposed exceptions and safe harbors will further the
underlying goals of both of these statutes.




We look forward to working with the Department and our healthcare industry colleagues to make
responsible changes to the Stark Law exceptions that will advance HIT implementation in
support of improved patient safety and healthcare quality. If you have any additional questions
please contact Hugh Zettel, at hubert.zettel@med.ge.com (262)-293-7493.

Sincerely,

et Yy

DI

/

Jacqueline Lee Studer
Associate General Counsel
GE Healthcare



GE Response to HHS Proposed Regulations Providing Stark Law Exceptions and Anti-
kickback Law Safe Harbors for Electronic Prescribing and Electronic Health Records

December 12, 2005
Response Overview for O1G-405-P & CMS 1303-P

GE is pleased to submit our comments regarding the Centers for Medicare and Medicaid
Services CMS-1303-P and Office of the Inspector General (OIG) OIG-405-P Proposed Rules on
the Stark Law exceptions and Anti-kickback Law safe harbors respectively for electronic
prescription services (eRx) and Electronic Health Records (EHRs). The proposed Stark Law
exceptions along with the proposed Safe Harbors for eRx and EHRs, are important regulatory
tools that should be used cautiously in the absence of market forces that would otherwise provide
the incentives to enable adoption of health information technology.

GE believes that exceptions and safe harbors for healthcare IT should be allowed only if the
exemptions required the donating entities (e.g., hospitals) and receiving entities (e.g. physicians)
to implement interoperability policies and standards that would not limit or restrict the exchange
of patient health information with any other IT system necessary. These interoperability policies
and standards would ensure portability of information to improve the quality, safety and
efficiency of the patient’s health management.

As the Department’s strategy changes from a reactive, late stage healthcare delivery model to a
proactive, early health model that enables higher quality and efficiency through consumer
empowerment, it is essential that the healthcare delivery infrastructure ensure the portability of
consumer health information. Portability provides patients the flexibility to choose and manage
services based on what providers offer, with competitiveness driven by differentiation of quality
and cost of care. For physicians to be competitive in such a market-based healthcare delivery
system, they must be empowered with the choice of IT systems that provide the best benefits to
their patients, such as the ability to negotiate services contracts with additional or alternative
providers.

The enabler for portability is in ensuring interoperability amongst all IT systems in the range of
care that the patient encounters, where interoperability is defined as the uniform and efficient
movement of electronic healthcare data from one system to another such that the clinical or
operational purpose and meaning of the data is preserved and unaltered. Interoperability
requirements have a technology component and a policy component. The technology component
includes the data standards and integration profiles used to describe the structure, format and
context of data being exchanged. The interoperability policy component provides the “rules of
the road” as to what minimum types of data should be exchanged and the equity of availability of
the information to all entities that require exchange capability within the range of care required
by the patient.




GE recognizes that interoperability technology, as expressed in the various standards and
verified through product certification, will not guarantee that the interoperability required in the
certified products will be deployed in a manner that ensures its intended use, and as a result the
pre-interoperability and post-interoperability phases proposed by CMS and OIG will not achieve
their intended effect. Therefore, GE believes that the interoperability policy component must be
used to drive the market to demand the technology component of interoperability of eRx and
EHRs. With the exception of the Federal Government, no stakeholder with market power in the
healthcare industry today has strong incentives to demand interoperability.

GE believes that the healthcare industry will move with speed and creativity to achieve
interoperability only if government financial and regulatory incentives are predicated upon the
achievement of interoperability in actual care settings. As in any other industry, innovation and
value in healthcare systems will be accelerated with robust competition, and interoperability is a
precondition for robust competition. If government financial and regulatory incentives for
healthcare IT adoption are adopted without strong policies to drive interoperability, current
proprietary platforms will be extended into the marketplace and will stifle competition,
innovation and value in healthcare IT systems.

Government mandated interoperability standards will always lag product and market
innovations, which is why GE believes that interoperability requirements must be driven by
predicating the receipt of government financial and regulatory incentives on conditions that
demand interoperability in practice.

Interoperability furthers the underlying purpose of both the Stark Law and the Anti-kickback
Law. As discussed in the preamble to both Phase I and Phase II of the Stark Law regulations, the
impetus behind the statute was numerous studies showing that utilization of certain services
increased if the physician had a financial relationship to the service provider. See 69 Fed. Reg.
16,054, 16,056 (Mar. 26, 2004), 66 Fed. Reg. 856, 859-60 (Jan. 4, 2001). The Stark Law was
intended to sever this link and help remove financial considerations from physician decision-
making. Similarly, in issuing the initial Anti-kickback Law regulatory safe harbors, the OIG
expressed concern that certain business relationships might affect a physician's exercise of
"sound, objective medical judgment." See 54 Fed. Reg. 3,088, 3,089 (Jan. 23, 1989). Ina
subsequent issuance, the OIG noted that, among other risks, "kickback schemes can freeze
competing suppliers from the system." See 56 Fed. Reg. 35,952, 35,954 (July 29, 1991). By
diminishing the possibility of donors locking recipients into their network, including

effective interoperability policies in the proposed exceptions and safe harbors will further the
underlying goals of both of these statutes.

A summary of GE’s key recommendations regarding the proposed exceptions and safe harbors
for eRx and EHRSs is given below, with detailed explanations in the appropriate comment
sections that follow this summary.

A. GE supports including EHR software, including any ancillary systems/components such

as billing, scheduling and practice management in the definition of permitted donations
so long as such software includes the required components of eRx software. GE believes
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that providers should have maximum choices in determining the vendor applications that

will be donated. Most vendor solutions are integrated EHR applications rather than

stand-alone eRx modules. Expanding the definition of what may be donated will ensure
that competition among vendors, as one of the preferred vendors for the donated solution
will be maximized. This will help ensure that donors have many choices to drive the
highest value solutions for donation to providers. The definition of an EHRs must not
explicitly or implicitly be only the EHR/clinical component or the combined

EHR/Practice management components. It must be any component of information

management software used by a physician or medical group to operate the medical

practice, e.g., Practice Management applications that have additional decision support
capabilities that allow for a more robust EHRs (eligibility and claims data). Data from
billing and scheduling systems is foundational data by which portability of patient
information is established. Any incentive that does not recognize these existing
capabilities as integral prerequisites to the exchange of clinical health information will be
counterproductive.

B. GE supports the NPRM requirement that donated software/systems cannot be used to
replace existing capabilities already in place at the physician practice.

» Donated software should be interoperable or made to be interoperable with existing
provider IT systems (i.e., billing, scheduling, practice management systems),
provided that those legacy IT system vendors can provide an upgrade path to
standards-based interoperability requirements (as required by CCHIT or HITSP).

» Donation can include the integration services necessary to ensure interoperability
with other IT systems deemed necessary by the physician.

» Donating software should be seen as providing extensibility to existing IT capabilities
already in place in the physician practice.

* In order to prevent the delay of the implementation of healthcare IT by providers in
anticipation of future donated healthcare IT, providers who have implemented
technically or functionally equivalent software must be assured that their previously
implemented equivalent systems are entitled to reimbursement by the donor in an
amount equal to the lesser of the fair market value of the donated technology or the
donated value cap. In addition, the donor must assure providers entitled to the
donation that any previously purchased technology that is equivalent to donated
technology will be integrated into the donor technology system so long as the.
previously purchased equivalent technology adheres to then current or anticipated
federally mandated interoperability standards.

C. GE supports several measures to help ensure that this regulatory relief incentivize
interoperability in actual care settings and robust competition

= Donating proprietary solutions locks in incumbent vendors and provider referral
networks. Therefore, both vendors and donors who benefit from locking in
proprietary platforms and referral networks will subsidize incumbent proprietary
platforms. Interoperability is a cost and will not be incurred unless it is mandated or
if there is a corresponding benefit. GE believes that market incentives work much
better than government mandates to drive beneficial behavior. Therefore, GE
believes that the best way to protect against the lack of innovation and competition
that will result from the lock in of incumbent vendors and provider referral networks



is to ensure that regulatory relief is conditioned upon donors being required to donate
and use EHRs from multiple vendor. Regulatory relief must ensure that there is a
level playing field in the competition for the purchase of software that will comprise
the donated technology. The way to ensure this is to implement the following
requirements:

>

To cap donated software at no more than a predetermined dollar amount. Up to
that dollar amount could be used for either the purchase of donated software or for
any other software equivalent to the donated software, which could be shown to
have a path toward integration with the donated software (without restriction by
the donated software vendor) within a reasonable period. The value of the cap
should be based on the projected level of savings to be achieved from the
implementation of EHRs and eRX based on the size of the physician practice.

The cap amount would be framed as a “not to exceed” contribution level towards
the purchase of any eRx or EHR software similar to a coupon.

There should be no less than three EHR solutions from competing vendors offered
by sponsoring donating entities, and an open RFP process for the selection of
EHRs, submitted to all applicable certified EHRs as listed by CCHIT.

Practices that have already implemented EHR functionality equivalent to that
offered by the donating entity that meets or can demonstrate an upgrade path to
HHS-mandated interoperability requirements should be compensated on a pro rata
basis for the applications that the practices have already put in place.

GE supports a provision that requires donating entities to provide data-migration
services if a physician chooses to leave and purchase their own EHRs, eliminating
the most restrictive lock-in restriction. Note that this requirement becomes less of
an issue as vendors implement standards-based interoperability solutions.

D. GE supports interoperability requirements that place emphasis on interoperability policies
than ensures portability of information between the donating entity and recipient,
including other IT systems the recipient specifies in order to provide competitive services
to their patients.

The donating entity must demonstrate interoperability policies that do not limit or

restrict the use of the donated health information technology and related services in
conjunction with other health information technology and related services requested

or required by the recipient.
The donated software must meet current and anticipated interoperability requirements
established for certified EHRs set forth by HHS.

The patient information provided to donated EHRs must provide the same level of

information interoperability (as defined by CITL’s four levels of interoperability,

Walker, Pan, et al, Health Affairs, January 19, 2005, pg. W5-11) as EHRs used by the

donating entities physicians.

E. GE supports exemptions based on donating entities participation in a recognized health
information exchange (HIEs) operated by a neutral third party that has an appropriate
governance structure, including policies and standards that require interoperability of
patient information amongst all members of the exchange. GE believes that greater
regulatory relief should be afforded to HIEs using heterogeneous vendors systems as such
HIEs are the best mechanism for achieving interoperability as has been demonstrated in




over such HIEs operating today. GE notes that Senate Bill S1418 includes
language regarding grant requirements recognizing the value of community-wide HIEs in
its grant qualification criteria.

Detailed Response

Note:

* Due to the extensive overlap between the CMS and OIG proposed rules, we have
consolidated the questions and responses for each proposed rule into a single response.

» Each numbered question includes a specific reference to the page and column of the NPRM
as published in The Federal Register, Vol. 70, No. 195, Tuesday, October 11, 2005, as well
as CMS reference section as appropriate

1. CMS and OIG ask for comment on the definition of "necessary' nonmonetary
remuneration. (Pg. 59018, col. 1) (Electronic Prescribing Exception: 411.357v)

GE appreciates the opportunity to comment on the issue of necessary nonmonetary
remuneration. We are concerned that the distinctions drawn between software and hardware
effectively do not include hardware in the EHR exceptions and safe harbors, but do include it in
the eRx exception and safe harbor. We understand the legal challenges outlined by the
provisions in the Medicare Modernization Act; however, the distinction does not seem practical,
especially in a context where the EHRs must include eRx to qualify for protection under an
exception or safe harbor.

With respect to connectivity services, drawing the distinction on donated versus purchased
connectivity and internet services is difficult to parse out, as providers would be forced to
identify which instances of internet usage where strictly for eRx, as opposed to other services.
Practices need guidance on connectivity and installation requirements as much as on hardware or
software. GE suggests that connectivity and installation assistance should be a defined benefit of
the agreement under the exceptions and safe harbors, as opposed to a defined contribution, and
recipients should be encouraged to select the ‘wireless, broadband’ access that best meets the
provider’s business needs.

Additionally, GE suggests that the scope of 'Support Services', Training, and ‘Other Items and
Services’ should be a defined contribution not to exceed 365 person-days and that the
Department provide guidance on the nature of appropriate information technology support
services (e.g., help desk) and define appropriate 'other items and services'.

2. CMS and OIG ask for comment on the issue of certification process for nonmonetary
remuneration and whether a recipient should be required to submit a written statement on
owned or donated services. (Pg. 59018, col. 2) (Electronic Prescribing Exception:
411.357v)




GE supports the process of provider self-certification as to the lack of technical or functional
equivalence contemplated in the proposed rules. However, to avoid a "chilling" effect on the
deployment of both eRx (eRx) and Electronic Health Record (EHRs) as providers may wait to
adopt technology until a donation is provided, GE believes that it is essential to provide that
donors must reimburse providers who have already implemented technically or functionally
equivalent solutions at a rate equivalent to the value of the lesser of the value cap or the donated
technology.

GE also suggests referencing 'prescribing healthcare professionals' and ‘providers who are
authorized to prescribe under applicable State licensing laws in lieu of singular references to
‘Used solely" by a physician, to show clearly and deliberately the faimess of the proposed rule
and the intent to include Nurse Practitioners and Midwives in the Stark Law exceptions and
Anti-kickback Law safe harbors for electronic prescription services (¢eRx) and Electronic Health
Records (EHRS).

3. CMS and OIG ask respondents to comment on the proposed exceptions and safe harbors
for the donation of limited hardware, OS software, and connectivity services. (Pg. 59019,
col. 1) (Electronic Prescribing Exception: 411.357v)

The proposal raises an excellent question on donation of hardware, Operating System (OS)
software, connectivity services, etc. Like HHS, GE is supportive of efforts to achieve greater
levels of quality performance, and patient safety. More specifically, in order to achieve patient
safety, quality performance, and efficiency goals dependent on the adoption of health
information technology, it is essential to permit the optimum use of that technology. While
donations for software and services improve access to the systems, success is dependent on
having the right enabling infrastructure, including hardware, OS software, and connectivity.
These elements, even in Application Service Provider (ASP) models, contribute significantly to
total cost of ownership. For this reason, GE recommends that the exceptions and safe harbors be
extended to cover these elements, provided that these elements are combined in a single
transaction with the donation of the other exception or safe harbor elements of eRx and EHRs
and where equivalent functionality does not already exist.

GE also suggests the Department consider offering guidance on the term 'substantial'.

4. CMS and OIG ask respondents to comment on the standards that should appear in an
additional exception or safe harbor for multi-functional hardware, to include
methodologies for quantifying or ensuring that substantial use of hardware and
connectivity services is for eRx. (Pg. 59019, col. 1) (Electronic Prescribing Exception:
411.357v)

GE interprets that standards used in this context relates to the assessment criteria necessary to
judge whether multi-functional hardware, operating system software or connectivity services
meet the substantial use criteria associated with the donated eRx or EHR software. GE suggests




that four standards/criteria should be considered. First, the donating entity and recipient certify
that the multi-functional hardware, operating system software and related connectivity services
are essential for the purpose of the eRx or EHRs. Second, the multi-functional hardware,
operating system software and related connectivity services should be subject to a value cap at
no more than a predetermined dollar amount. The Department should investigate calculating an
overall donation cap that approximates the total savings to be achieved over a specified period of
time and practice size (See our response in number 17). Third, the multi-functional hardware,
operating system software and related connectivity services being offered should be consistent
with the minimum system configuration and operating requirements required by the donated
software. Fourth, EHR software should meet the industry required certification requirements as
outlined by the CCHIT or other government-mandated certification.

5. CMS and OIG ask respondents to comment on the nature and amount of a cap on
donated multi-functional hardware and connectivity services. (Pg. 59019, col. 1)
(Electronic Prescribing Exception: 411.357v)

GE generally supports the Department’s view of providing caps as a safeguard against fraud and
abuse. The practical concern is in establishing the value of the donated multi-functional
hardware and connectivity services. Donor’s costs for donating EHRs and eRX are ultimately
passed through to federal healthcare programs and other recipients if such costs do not ultimately
result in savings for healthcare delivery. Most of the cost savings projected to be realized
through the adoption of healthcare IT are only realized if EHRs are interoperable and if there is
robust competition. The permitted donation must approximate the projected cost savings.
Otherwise the donations could result in increased costs that amount to federal government
subsidies to lock in incumbent vendor systems and provider referral networks. GE appreciates
the concern regarding donors shifting the cost of EHRs to federal healthcare programs. Studies
published by Connecting for Health, Health Affairs and EHR vendors indicate that there is a
return on investment (ROI) for ambulatory EHRs. The challenge is that the ROI varies with the
size of the physician practlce and is subject to other factors, such as how a practice recognizes
labor productivity savings. The Department should investigate calculating an overall donation
cap that approximates the total savings to be achieved over a specified period of time and
practice size. In addition, regulatory relief must be conditioned upon the achievement of
interoperability and ensuring that there is robust competition in the EHR market. This builds in
cost shifting protection since overall costs will be reduced through robust competition and the
Department can recognize “minimum” benefits to be realized in the outgoing years as cost
savings are achieved. The Department should incentivize the donating entity and recipient to
achieve those cost savings benefits. In addition, financial risk beyond the implementation phase
should be mitigated as pay for performance incentives are implemented.

GE also recommends that the donating entity be required to offer hardware, software and
connectivity solutions from a minimum of three vendors for the recipient to select, and require
that these solutions be offered via a transparent RFP process. This multi-vendor, open REFP
process ensures that competitive market pricing is provided; it allows the recipient to participate




in the selection process to ensure that services meet the needs of their clinical practice as well as
provides a safeguard against lock-in by the donating entity.

6. CMS and OIG ask respondents to comment on whether an exception or safe harbor
should be extended to items and services provided to other individuals or entities of a
hospital (in addition to hospital physicians). (Pg. 59019, col. 2) (Electronic Prescribing
Exception: 411.357v)

GE encourages the Department to consider extending exception and safe harbor protection to
items and services provided to individuals or entities of a hospital, as well as other provider
organizations, including connectivity services such as may be provided by Health Information
Exchanges (HIEs) or through direct collaboration of provider organizations.

GE also suggests referencing 'prescribing healthcare professionals' and ‘providers who are
authorized to prescribe under applicable State licensing laws in lieu of singular references to
‘physician’. This will show clearly and deliberately the faimess of the proposed regulation and
the intent to include Nurse Practitioners and Midwives in the Stark Law exceptions and Anti-
kickback Law safe harbors for electronic prescription services (eRx) and Electronic Health
Records (EHRs). .

7. CMS and OIG request comment on what other categories of donors and recipients
should be covered besides PDP Sponsors and MA Organizations/ Pharmacies, Pharmacists,
and Prescribing Healthcare Professionals relative to eRx. (Pg. 59019, col. 1) (Electronic
Prescribing Exception: 411.357v)

GE encourages the Department to broaden the list of recipients to be consistent with its usual
broad view of healthcare delivery by using the generally accepted term within the Department
“prescribing healthcare professionals.” Other recipients should include secondary and tertiary
care facilities, such as a skilled nursing, long term care facilities and ambulatory surgical centers.

As for the list of donors, GE encourages the Department to consider including Pharmaceutical
Manufacturers, medical device manufacturers and Integrated Delivery Networks, provided that
these entities are affiliated with neutral third party health information exchanges (HIEs) and that
the donation in question will be utilized in conjunction with the HIE in which the donor is

engaged.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of the Stark Law
exceptions and Anti-kickback Law safe harbors could incent physician participation due to the
neutral governance and the interoperability enforcement provided by the HIEs. Given that
physicians typically have privileges at multiple hospitals, HIEs provides a natural infrastructure
for cost effectively interconnecting multiple competing entities with recipients cost effectively.
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HIEs could also provide a centralized purchasing and administration of commodity services such
as connectivity and training services for recipients.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, of the 109 HIEs qualified
in the survey, 25 HIEs are already fully operational, with another 40 in the implementation
stages. OIG could review the governance models of these HIEs for recommended regulations
that mitigate the risk of fraud and abuse. Coupling HIEs anti-kickback statute protection with
the existing Stark exemption for Community Wide Health Information Systems would provide
effective healthcare IT adoption incentives based on HIE interoperability policies that require
portability of health information as a primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that choose to
invest in multi-stakeholder entities such as HIEs would allow the private sector t0 invest in
creating community-wide health information infrastructure, without concerns for violating anti-
Kkickback statutes. OIG should consider the governance, interoperability policy and technology
guidelines put forth by eHl as a model for providing HIEs with the governance, policy and
operating constructs that protect against fraud and abuse, while allowing donations from a
broader group of donors that otherwise would not consider donating software, hardware or
recognized services.

8. CMS and OIG ask respondents t0 comment on whether the exceptions or safe harbors
should extend to non-drug prescriptions. (Pg. 59020, col. 1) (Electronic Prescribing
Exception: 411.357v)

In order to encourage provider utilization of eRx technology to increase safety, cost-effective
practice, and efficiency, the Office of the Inspector General should support the use of eRx
technology for all the functions currently accomplished through writing prescriptions. This

includes prescribing imaging examinations, medical supplies (insulin syringes) and durable
medical equipment (wheelchairs).

9. CMS and OIG ask respondents to comment on their proposed definition of
Interoperable (pg. 59020, col. 2; pg. 59021, col. 3; pg- 59023, col.2) (Electronic Prescribing
Exception: 411.357v, Pre-Interoperability Electronic Health Records Exception: Electronic

411.357w)

There are several definitions of interoperability. GE notes the extensive definition of the levels
of interoperability outlined by Walker, Pan, et al, of CITL Health Affairs, January 19, 2005, pg-
W5-11). This definition recognizes the differential value of interoperability between sending a
fax with blood pressures, Versus sending a structured document with blood pressure values that
can be “consumed” by an EHR application t0 aid in the workflow and decision support
processing by the clinician. These different levels of interoperability must not be used by
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patient information between entities will occur. While in theory any entity can create and
implement policies that promote complete portability of patient information, GE believes that
only a neutral third party, such as an HIE with the appropriate governance and operating policies
can ensure such portability is maintained by all the entities that exchange health information.

The eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005 cites several
interoperability examples that are in place or planned by the HIEs surveyed. Note that it is
through policies implemented by the HIEs that ensured that the portability of health information

was provided among non-certified products and without the wide use of healthcare standards.
These HIEs are already exchanging medical summaries and medication lists TODAY'!

GE recognizes that the uniform use of standards applied to solve explicit interoperability
transactions and clinical use-cases will accelerate interoperability adoption through requirements
that can be certified in EHR products. At the February 2005 Health Information Management
Systems and Society (HIMSS) / Integrating the Healthcare Enterprise (THE) Interoperability
Showcase more than 12 EHRs and IT infrastructure vendors demonstrated the ability to
exchange lab results, medical summaries between ambulatory and acute care settings in a health
information exchange. The [HE showcase included a demonstration given to Dr. David Brailer,
showing the portability of his “care record” as it moved from an ambulatory clinic,to a
cardiologist, and onto a hospital. The interoperability demonstrated to Dr. Brailer by these
competing vendors used existing standards that were implemented uniformly, which is referred
to as an IHE integration profile. Going forward GE anticipates CCHIT and the Health
Information Standards Technology Panel (HITSP) to establish these profiles at a national level to
solve the most critical interoperability issues, but interoperability policies must also be in place

to enforce their implementation by donating entities and recipients.

10. CMS and OIG ask respondents to comment on the cap level for donated EHRs that
would protect against fraud and abuse and whether an initial cap and subsequent caps
should be used as part of the formula. (Pg. 59022, col. 3) (Electronic Prescribing
Exception: 411.357v)

GE generally supports the Department’s view of providing caps as 2 safeguard against fraud and
abuse. The practical concern is in establishing the value of the donated EHR software isin
establishing its fair market value relative to various functional components that can make up an
EHRs. EHRs should be viewed to include not only typical clinical point of care and decision
support capability, but also eRx and other capabilities such as scheduling and billing typically
offered in Practice Management systems. So, caps need to consider what existing healthcare IT
capabilities a recipient already has in place, and then recognize a cap value for the donated
software as well as the services necessary to make the donated software interoperable with
existing recipient healthcare IT systems. Donor’s costs for donating EHRs and eRX are
ultimately passed through to federal healthcare programs and other recipients if such costs do not
ultimately result in savings for healthcare delivery. Most of the cost savings projected to be

realized through the adoption of healthcare IT are realized only if EHRSs is interoperable and if
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The cap for the donated EHR software should be treated as a not-to-exceed value (like a

coupon), where the donor can recognize a base amount for a recognized fair market value, and
the recipient can choose to purchase competing equivalent software with the coupon provided by
the donor.

GE is concerned with Statements in the NPRM that over time caps can be lowered due to lower
cost of EHR systems being deployed overtime, While this may be the case for commodity goods

There is a potential opportunity to incent standards adoption by increasing donation caps
commensurate with the increased savings that may be achieved using cost saving, value
producing market structures, such as the utilization of the EHRs within an HIEs.

GE also recommends that the donating entity be required to offer EHR solutions from a
minimum of three vendors for the recipient to select, and require that these solutions be
determined via a transparent RFP process. This multi-vendor, open RFP process ensures that

11. CMS and OIG ask respondents to comment on criteria for selecting medical staff
recipients of donated EHRs, (Pg. 59023, col.1) (Pre-Interoperability Electronic Health
Records Exception: 411.357w) -

GE appreciates the question, and encourages the Department to consider as broad a criteria for
selection as possible since the criteria might limit the use of the eRx tool and therefore not
capture the full potential for patient safety and quality improvement. Facilities should be
allowed to make this decision based upon their own financial model.
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12. CMS and OIG ask respondents to comment on whether the exceptions and safe harbors
for eRx components should extend to software that covers non-drug prescriptions and
whether CPOE should be a covered requirement. (Pg. 59021, col. 1; pg. 59022, col. 1)
(Electronic Prescribing Exception: 411.357v) (Pre-Interoperability Electronic Health
Records Exception: 411.357w)

GE reminds the Department that in order to achieve patient safety, quality performance, and
efficiency goals dependent on the adoption of health information technology, it is essential to
permit the optimum use of that technology. Enabling clinicians to use a common tool for many
tasks will streamline workflow and encourage the use of IT. For this reason, we recommend that
OIG and CMS support the use of eRx and EHRs to write all prescriptions / orders, not just for
medications, for all patients regardless of payer. This would include requisitions for diagnostic
testing, medical supplies, and durable medical equipment.

In addition to this, there needs to be further clarification and understanding around the specific
standards/certification on eRx as well as EHRs; this standards process could become a barrier to
adoption. eRx should not be limited to medication prescriptions, but should include all physician
orders including labs, imaging studies, nursing care, allied medical professions' care (e.g.
physical therapy), durable medical equipment, supplies, and anything else needed for the
patient's care. This more generic concept of 'prescribing' (which, is consistent with United
Kingdoms definition in which most doctor ordering is called 'prescribing) should be the focus.
eRx (CPOE) in the above sense would allow software to assist with; avoiding medication errors
by providing legible and complete prescriptions, with automatic checking for allergies, drug-
drug interactions, duplicate therapy, incorrect dose or schedule, and other factors; understanding
which medications are currently prescribed or have been used previously for this patient:
avoiding the re-use of medications which have failed for this patient in the past; utilizing
laboratory and imaging studies according to best practices; understanding which studies have
previously been performed for this patient, and when, and accessing those results; - adhering to
protocols and guidelines; conforming reliably to payor guidelines, including Medicare's Advance
Beneficiary Notification rules; transmitting orders instantly to performing centers; providing
audit logs and security controls much better than paper systems.

The assumption that CPOE is only referencing office based CPOS ("Superbill” capabilities for
lab, radiology, eRx orders, reporting) could be a limitation/obstacle to the adoption of
Community Health Records/EHRs which - in and of itself - has significant potential to positively
impact the quality of care. '

13. CMS and OIG ask respondents to comment on whether the exceptions and safe harbors
should address the issue of whether recipients of donated EHRs would intentionally divest
themselves of functionally or technically equivalent technology that they already possess to
shift costs to Donors. (Pg. 59018, col. 1pg. 59023, col. 1) (Pre-Interoperability Electronic
Health Records Exception: Electronic 411.357w)
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GE supports the process of provider self-certification as to the lack of technical or functional
equivalence contemplated in the proposed rules. However, to avoid a "chilling" effect on the
deployment of both eRx (eRx) and Electronic Health Record (EHRs) as providers may wait to
adopt technology until a donation is provided, GE believes that it is essential to provide that
donors must reimburse providers who have already implemented technically or functionally
equivalent solutions at a rate equivalent to the value of the lesser of the value cap or the donated
technology.

Understanding the Department’s interest in achieving widespread adoption of the EHRs
throughout the U.S and interest in the success of the American Health Information Community
(AHIC) and the associated contracts, GE suggests that the Department consider including a
grandfather clause for clinicians whose existing HIT solutions are not compliant with
certification standards. The clause would permit clinicians a one-time opportunity to upgrade
their EHRs to one that is compliant with the Certification Commission for Health IT EHR
certification requirements.

14. CMS and OIG ask respondents to comment on relevance to ensuring EHRSs are
compliant with Public Health Information Network and BioSense preparedness standards.
(Pg. 59022, col.2) (Pre-Interoperability Electronic Health Records Exception: Electronic
411.357w)

GE is actively supportive of the work being accomplished by the federal government to develop
the Public Health Information Network (PHIN). However, an interoperable framework and
interoperable EHRs are essential for an effective PHIN. GE cautions the Department that it is in
the best position to develop a process that provides market incentives for driving interoperability.
GE recognizes that interoperability technology, as expressed in the various standards and
verified through product certification, will not guarantee that the interoperability required in the
certified products will be deployed in a manner that ensures its intended use, and as a result the
pre-interoperability and post-interoperability phases proposed by CMS and OIG will not achieve
their intended effect. Therefore, GE believes that the interoperability policy component must be
used to drive the market to demand the technology component of interoperability of eRx and
EHRs. With the exception of the Federal Government, no stakeholder with market power in the
healthcare industry today has strong incentives to demand interoperability.

GE believes that the healthcare industry will move with speed and creativity to achieve
interoperability only if government financial and regulatory incentives are predicated upon the
achievement of interoperability in actual care settings. As in any other industry, innovation and
value in healthcare systems will be accelerated with robust competition, and interoperability is a
precondition for robust competition. If government financial and regulatory incentives for
healthcare IT adoption are adopted without strong policies to drive interoperability, current
proprietary platforms will be extended into the marketplace and will stifle competition,
innovation and value in healthcare IT systems.
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Government mandated interoperability standards will always lag product and market
innovations, which is why GE believes that interoperability requirements must be driven by
predicating the receipt of government financial and regulatory incentives on conditions that
demand interoperability in practice.

Additionally, GE reminds the Department that clinicians and patients may be alarmed by the idea
of clinician systems being linked to government systems for Biosurveillance purposes. GE
strongly recommends educating clinicians and the public as to the merits and criteria of public
health reporting and the proactive approach toe reporting diseases.

Finally, GE applauds the Department’s efforts through the American Health Information
Community to raise the bar on Biosurveillance efforts. With the increase in interest the
Biosurveillance and disaster management, AHIC and the country will be benefit from the
increased emphasis on these efforts and the improvement of the U.S. response to potential
biohazards.

15. CMS and OIG ask respondents to comment on whether EHRs should be granted the
same program and beneficiary protections that exist for eRx. (Pg. 59022, col. 2) (Pre-
Interoperability Electronic Health Records Exception: Electronic 411.357w)

GE encourages the Department to grant EHRs the same program and beneficiary protections that
exist in eRx, for the reasons we outlined in our answers to Question #1, which are as follows:

GE appreciates the opportunity to comment on the issue of necessary non-monetary
remuneration. We are concerned that the distinctions drawn between software and hardware
effectively do not include hardware from the EHR exceptions and safe harbors, but includes it in
the eRx exception and safe harbor. We understand the legal challenges outlined by the
provisions in the Medicare Modernization Act; however the distinction does not seem practical,
especially in a context where the EHRs must include eRx to qualify for protection under an
exception or safe harbor. ‘

For further clarification, GE supports including EHR software, including any ancillary
systems/components such as billing, scheduling and practice management in the definition of
permitted donations so long as such software includes the required components of eRx software.
GE believes that providers should have maximum choices in determining the vendor applications
that will be donated. Most vendor solutions are integrated EHR applications rather than stand-
alone eRx modules. Expanding the definition of what may be donated will ensure that
competition among vendors, as one of the preferred vendors for the donated solution will be
maximized. This will help ensure that donors have many choices to drive the highest value
solutions for donation to providers. The definition of EHRs must not explicitly or implicitly be
only the EHR/clinical component or combined EMR/Practice management components. It must
be any component of information management software used by a physician or medical group to
operate the medical practice, e.g., Practice Management applications that have additional
decision support capabilities that allow for a more robust EHRs (patient demographic, eligibility
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and claims data). Data from billing and scheduling systems is the foundational data by which
portability of patient information is established. Any incentive that does not recognize these
existing capabilities as integral prerequisites to the exchange of clinical health information will
be counterproductive.

Additionally, with respect to connectivity services, drawing the distinction on donated versus
purchased connectivity and internet services is difficult to parse out, as providers would be
forced to identify which instances of internet usage where strictly for eRx, as opposed to other
services. Practices need guidance on connectivity as much as on hardware or software. We
suggest that connectivity should be a defined benefit of the agreement under the exceptions and
safe harbors, as opposed to a defined contribution.

16. CMS and OIG ask respondents to comment on best process for determining the value
of donated technology. (Pg. 59022, col. 3) (Pre-Interoperability Electronic Health Records
Exception: Electronic 411.357w)

Donor’s costs for donating EHRs and eRX are ultimately passed through to federal healthcare
programs and other recipients if such costs do not ultimately result in savings for healthcare
delivery. Most of the cost savings projected to be realized through the adoption of healthcare IT
are realized only if EHRSs is interoperable and if there is robust competition. The amount of the
cap must approximate the projected cost savings. Otherwise the donations could result in
increased costs that amount to federal government subsidies to lock in incumbent vendor systems
and provider referral networks. The Department should investigate calculating an overall
donation cap that approximates the total savings to be achieved over a specified period of time
and practice size. In addition, regulatory relief must be conditioned upon the achievement of
interoperability and ensuring that there is robust competition in the EHR market. This builds in
cost shifting protection since overall costs will be reduced through robust competition and the
Department can recognize “minimum” benefits to be realized in the outgoing years as cost
savings are achieved. The Department should incentivize the donating entity and recipient to
achieve those cost savings benefits. In addition, financial risk beyond the implementation phase
should be mitigated as pay for performance incentives are implemented.

In addition, GE supports the NPRM requirement that donated software/systems cannot be used to
replace existing capabilities already in place at the physician practice. However, to avoid a
"chilling" effect on the deployment of both eRx and EHRs as providers may wait to adopt
technology until a donation is provided, GE believes that it is essential to provide that donors
must reimburse providers who have already implemented technically or functionally equivalent
solutions at a rate equivalent to the value of the lesser of the value cap or the donated technology.
Furthermore, the donated software should be interoperable or made to be interoperable with
existing recipient health IT systems, and can include the integration services necessary to ensure
interoperability with other IT systems deemed necessary by the recipient.
GE also refers OIG to the responses regarding caps in Questions #5, #10, #17 and #22.
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17. OIG asks respondents to comment on how the government should protect federal
healthcare programs and recipients from being the victims of cost shifting for EHR
development. (Pg. 59023, col. 1)

Donor’s costs for donating EHRs and eRX are ultimately passed through to federal healthcare
programs and other recipients if such costs do not ultimately result in savings for healthcare
delivery. Most of the cost savings that are projected to be realized through the adoption of
healthcare IT are only realized if EHRs is interoperable and if there is robust competition. In
addition, the cost savings must approximate the amount of the donation. Otherwise the
donations could result in increased costs that result in federal government subsidies to lock in
incumbent vendor systems and provider referral networks. GE appreciates the concern regarding
donors shifting the cost of EHRs to federal healthcare programs. Studies published by
Connecting for Health, Health Affairs and EHR vendors indicate that there is a return on
investment (ROI) for ambulatory EHRs. The challenge is that the ROI varies with the size of the
physician practice and is subject to other factors, such as how a practice recognizes labor
productivity savings. The Department should investigate calculating an overall donation cap that
approximates the total savings to be achieved over a specified period of time and practice size.

In addition, regulatory relief must be conditioned upon the achievement of interoperability and
ensuring that there is robust competition in the EHR market. This builds in cost shifting
protection since the Department can recognize “minimum” benefits to be realized in the outgoing
years, and it should incentivize the donating entity and recipient to achieve those benefits. In
addition, financial risk beyond the implementation phase should be mitigated as pay for
performance incentives are implemented.

18. CMS and OIG ask respondents to comment on the covered and noncovered entities and
potential alternative conditions for specific categories of donors. (Pg. 59023, col. 1,3) (Pre-
Interoperability Electronic Health Records Exception: Electronic 411.357w)

GE is concerned with the statement in the NPRM (Federal Register Vol. 70, No.195, Oct. 11,
2005, page 59023, column one) that reads: Moreover, hospitals, group practices, PDP sponsors,
and MA organizations are potentially in a better position to promote widespread use of electronic
health records technology that has the greatest degree of openness and interoperability.” The
amount of fragmentation in our marketplace today is due to hospitals and other entities that view
patient information as proprietary, controlling access to these information silos as a means of
locking in physicians and patients. The entities selection and implementation of donated EHRs
would provide a new tool to lock in recipient physicians and their patients, resulting in limiting
their access to competitive services and new services such as Patient Health Records. To suggest
the contrary would not explain the reluctance of hospitals and other entities from participating in
health information exchanges. In the context of comparing these entities with ancillary services
such as laboratories relative to embracing interoperability to achieve portability of patient
information wherever and whenever the providers that are delivering care need it, all are equally

guilty.
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As for the list of donors, GE encourages the Department to consider including Pharmaceutical

. Manufacturers, medical device manufacturers and Integrated Delivery Networks, provided that
these entities are affiliated with neutral third party health information exchanges (HIEs) or
regional health information exchanges and that the donation in question will be utilized in
conjunction with the HIEs in which the donor is engaged.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of the Stark Law
exceptions and Anti-kickback Law safe harbors could incent physician participation due to the
neutral governance and interoperability enforcement provided by the HIEs. Given that
physicians typically have privileges at multiple hospitals, HIEs provides a natural infrastructure
for interconnecting multiple competing entities with recipients cost effectively. HIEs could also
provide a centralized purchasing and administration of commodity services such as connectivity
and training services.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, out of the 109 qualified
HIEs surveyed, 25 HIEs are already fully operational, with another 40 in the implementation
phase. OIG could review the governance models of these HIEs for recommended regulations
that mitigate the risk of fraud and abuse. Coupling HIE anti-kickback statute protection with the
existing Stark exemption for Community Wide Health Information Systems would provide
effective healthcare IT adoption incentives based on HIE interoperability policies that require
portability of health information as a primary goal. '

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in
multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure, without concem for violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines
put forth by eHI as a model for providing HIEs with the governance, policy and operating
constructs that protect against fraud and abuse, while allowing donations from a broader group of
donors that otherwise would not consider donating software, hardware or recognized services.

19. CMS and OIG ask respondents to comment on whether the exceptions and safe harbors
should protect additional software applications, provided eRx, and EHRs are the core
functions of the protected software, and whether CPOE should be included as a
requirement. (Pg. 59023, col. 3) (Pre-Interoperability Electronic Health Records
Exception: Electronic 411.357w)

GE supports including EHR software, including any ancillary systems/components such as
billing, scheduling and practice management in the definition of permitted donations so long as
such software includes the required components of eRx software. GE believes that providers
should have maximum choices in determining the vendor applications that will be donated.

Most vendor solutions are integrated EHR applications rather than stand-alone eRx modules.
Expanding the definition of what may be donated will ensure that competition among vendors, as
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one of the preferred vendors for the donated solution will be maximized. This will help ensure
that donors have many choices to drive the highest value solutions for donation to providers.
The definition of an EHRs must not explicitly or implicitly be only the EHR/clinical component
or combined EHR/Practice management components. It must be any component of information
management software used by a physician or medical group to operate the medical practice, €.g.,
Practice Management applications that have additional decision support capabilities that allow
for a more robust EHRs (eligibility and claims data). Data from billing and scheduling systems
is foundational data by which portability of patient information is established. Any incentive
that does not recognize these existing capabilities as integral prerequisites to the exchange of
clinical health information will be counterproductive.

GE suggests that the scope of solutions within the exceptions and safe harbors should be
expanded to include at least registration, scheduling and practice management, as this
functionality also promotes the same public benefits as eRx and EHRs (greater system efficiency
and reduced variance in health care delivery and results). In addition, the data generated by these
systems is the foundation or core data from which an electronic health record can be constructed,
and its implementation is a pre-requisite for valid health data exchange.

20. CMS and OIG ask respondents to comment on whether the exceptions and safe harbors
should include other categories of donors and recipients. (Pg. 59023, col. 1,3) (Pre-
Interoperability Electronic Health Records Exception: Electronic 411.357w)

GE encourages the Department to broaden the list of recipients to be consistent with its usual
broad view of healthcare delivery by using the generally accepted term within the Department of
“prescribing healthcare professionals.” Other recipients should include secondary and tertiary
care facilities, such as a skilled nursing or long term care facilities.

As for the list of donors, GE encourages the Department to consider including Pharmaceutical
Manufacturers, medical device manufacturers and Integrated Delivery Networks, especially if
these entities are affiliated with neutral third party health information exchanges (HIEs) or
regional health information exchanges.

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of the Stark Law
exceptions and Anti-kickback Law safe harbors could incent physician participation due to the
neutral governance and interoperability enforcement provided by the HIEs. Given that
physicians typically have privileges at multiple hospitals, HIEs provides a natural infrastructure
for cost effectively interconnecting multiple competing entities with recipients. HIEs could also
provide centralized purchasing and administration of commodity services such as connectivity
and training services.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health

Information Exchange Initiatives and Organizations, September 2005, out of the 109 HIEs
qualified in the survey, there are already 25 HIEs that are fully operational, with another 40 in

22




the implementation phase. OIG should review the governance models of these HIEs for
recommended regulations that mitigate the risk of fraud and abuse. Coupling HIE anti-kickback
statute protection with the existing Stark exemption for Community Wide Health Information
Systems would provide effective healthcare IT adoption incentives based on HIE interoperability
policies that require portability of health information as a primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in
multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure, without concerns of violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines
put forth by eHI as a model for providing HIEs with the governance, policy and operating
constructs that protect against fraud and abuse, while allowing donations from a broader group of
“donors that otherwise would not consider donating software, hardware or recognized services.

21. OIG asks respondents to comment on whether the safe harbor should enhance fraud
and abuse protections to allow donors to pre-select recipients based on identifiable criteria.
(Pg. 59024, col. 1)

GE understands that a transparent market would allow donors to pre-select recipients, but OIG
would need to consider criteria other than referrals to allow pre-selection. For example, OIG
should be concerned about pre-selection criteria that may result in monopolizing patients in a
geographical area, especially in the absence of interoperability policies that may result in the
creation of proprietary networks of patient information. GE is also concerned about providing
equitable access to safety net providers or rural market providers as recipients of donated EHRs
and suggests including equal access language to ensure that these entities could participate as
recipients of donate eRx or EHRs.

22. OIG asks respondents to comment on whether the safe harbor should identify an
overall donation cap. (Pg. 59024, col. 2)

Donor’s costs for donating EHRs and eRX are ultimately passed through to federal healthcare
programs and other recipients if such costs do not ultimately result in savings for healthcare
delivery. Most of the cost savings projected to be realized through the adoption of healthcare IT
are realized only if EHRSs is interoperable and if there is robust competition. The amount of the
cap must approximate the projected cost savings. Otherwise the donations could result in
increased costs that amount to federal government subsidies to lock in incumbent vendor systems
and provider referral networks. The Department should investigate calculating an overall
donation cap that approximates the total savings to be achieved over a specified period of time
and practice size. In addition, regulatory relief must be conditioned upon the achievement of
interoperability and ensuring that there is robust competition in the EHR market. This builds in
cost shifting protection since overall costs will be reduced through robust competition and the
Department can recognize “minimum” benefits to be realized in the outgoing years as cost
savings are achieved. The Department should incentivize the donating entity and recipient to
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achieve those cost savings benefits. In addition, financial risk beyond the implementation phase
should be mitigated as pay for performance incentives are implemented.

In addition, GE supports the NPRM requirement that donated software/systems cannot be used to
replace existing capabilities already in place at the physician practice. However, to avoid a
"chilling" effect on the deployment of both eRx and EHRs as providers may wait to adopt
technology until a donation is provided, GE believes that it is essential to provide that donors
must reimburse providers who have already implemented technically or functionally equivalent
solutions at a rate equivalent to the value of the lesser of the value cap or the donated technology.
Furthermore, the donated software should be interoperable or made to be interoperable with
existing recipient health IT systems, and can include the integration services necessary to ensure
interoperability with other IT systems deemed necessary by the recipient.

GE also recommends that the donating entity be required to offer EHR solutions from a
minimum of three vendors for the recipient to select, and require that these solutions be
determined via a transparent RFP process. This multi-vendor, open RFP process ensures that
competitive market pricing is provided; it allows the recipient to participate in the selection
process to ensure that services meet the needs of their clinical practice as well as provides a
safeguard against lock-in by the donating entity.

23. OIG asks respondents to comment on whether there is data available that would
reinforce or challenge the proposed rule, particularly with respect to the expected impact
on adoption rates. (pg. 59024, col. 2)

GE is concerned that Safe Harbors may be used as an alternative to providing real and substantial
incentives to providers for providing quality delivery of healthcare, which is enabled by EHRs.
Data regarding successful EHRs implementations points to physician readiness and acceptance
to make the necessary workflow and opetational business changes required when implementing
EHRs as critical to success. Providing free hardware or software is not enough, as noted in
several giveaway projects, such as Wellpoint’s eRx experiment in California. In that pilot, free
eRx software and hardware was provided to physicians in what was later viewed as a qualified
failure, resulting in the now famous quote, “free is not cheap enough.”

More importantly, safe harbors have an enormous downside in two respects. First, it could stop
the existing momentum of ambulatory EHRs adoption as physician expectations of “free”
software freezes the current market momentum. Second, it puts focus on EHRs adoption without
the commensurate interoperability policies that ensure portability of health information, resulting
in proprietary solutions that locks in incumbent vendors and provider referral networks, and
increasing barriers to a transparent efficient healthcare market.

GE suggests that both EHRs adoption and our national goals for an interoperable healthcare
infrastructure could best be served by continuing to support the development of HIEs, especially
where other private sector donors would be willing to participate given the proper anti-kickback
statute changes that support participation in HIEs.
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GE also asks the Department to acknowledge stakeholder concerns that providers with an
existing electronic health record or eRx system (early adopters) not be subjected to any perceived
financial penalty as a result of making an initial EHR investment despite the safe harbor
protections for recipient equipment upgrades.

24. OIG asks respondents to comment on expanding the Anti-kickback Law safe harbors to
include Community-Wide Health Information systems as set forth in section 1877 of the
Act (pg. 59024, col. 2)

The development and deployment of HIEs is a public policy priority articulated by both the
President and Congress. Including HIEs as appropriate donors for purposes of safe harbor could
incent physician participation due the neutral governance and the interoperability enforcement
provided by the HIEs. Given the physicians typically have privileges at multiple hospitals, HIEs
provides a natural infrastructure for interconnecting multiple competing entities with recipients
cost effectively. HIEs could also provide a centralized purchasing and administration of
commodity services such as connectivity and training services.

In the eHealth Initiative Annual Survey of State, Regional and Community-Based Health
Information Exchange Initiatives and Organizations, September 2005, out of the 109 HIEs
qualified in the survey, there are already 25 HIEs fully operational, with another 40 in the
implementation phase. The recognition of these 65 operating HIE’s, plus an additional 40-plus
communities in the process of forming, suggests that dedicated parties have been able to silence
the critics of the community-wide safe harbor by being able to define what “community-wide
means”, as well as working through the challenges of providing appropriate governance models
that support all stakeholders. GE recommends that OIG review the governance models of these
HIEs for recommended regulations that mitigate the risk of fraud and abuse. Coupling HIE anti-
kickback statute protection with the existing Stark exemption for Community Wide Health
Information Systems would provide effective healthcare IT adoption incentives based on HIE
interoperability policies that require portability of health information as a primary goal.

Providing anti-kickback protection for groups like pharmaceutical companies that may invest in
multi-stakeholder entities such as HIEs would allow the private sector to invest in creating
community-wide health information infrastructure, without concerns for violating anti-kickback
statutes. OIG should consider the governance, interoperability policy and technology guidelines
put forth by eHI as a model for providing HIEs with the governance, policy and operating
constructs that protect against fraud and abuse, while allowing donations from a broader group of
donors that otherwise would not consider donating software, hardware or recognized services.
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Dear Dr. McClellan:

Thank you for the opportunity to comment on the proposed regulations creating
exceptions to Section 1877 of the Social Security Act (the so-called “Stark Law”) for
certain electronic prescribing (“ePrescribing”) and electronic health record (“eHR”)
arrangements.

The cautionary approach adopted in the proposed regulations suggests that the
Department of Health and Human Services is operating under two closely related
assumptions: (1) eHR and ePrescribing systems are inherently, tangibly valuable to
physicians; and (2) physicians will be eager to use eHR and ePrescribing systems if the
technology is donated to them.

We challenge the assumption that eHR and ePrescribing technology is inherently
or tangibly valuable to physicians. Electronic systems for prescribing and medical record
maintenance merely replace existing systems within physician offices. It is by no means
clear that physicians perceive any benefit to replacing existing systems with their
electronic counterparts. The more immediate and tangible benefits of these systems —
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improved quality and efficiency of patient care, and safer and easier migration of patients
from one provider to another — inure directly to patients, and only indirectly to
physicians. It remains entirely unclear if physicians will avoid any costs by maintaining
an eHR system as opposed to a paper-based system, and physician cost savings are also
highly uncertain for ePrescribing technology.

Physicians will deploy eHR and ePrescribing systems only if they perceive that
these systems will benefit them. Even if physicians can avoid making the capital
investment needed for electronic systems, physician offices will inevitably bear the
principal data input and data maintenance burdens. Since most patient encounters with
the health care system occur in physician offices, the burden of data entry and record
upkeep for an electronic medical record system will fall disproportionately on physician
offices. But physicians do not perceive much value in an electronic medical record
system and their perceptions may be justified: Only 11% of the savings available from
electronic medical record systems flow to hospitals and physicians combined, with the
rest accruing to health plans and insurers. (The Economist, 30 April 2005)

Accordingly, there is no reason to believe that physicians will eagerly adopt
ePrescribing or eHR systems, even if the technology is donated to them. Unfortunately,
physicians have been and will remain reluctant participants in the transition from paper-
based to electronic systems. And while certainly an impediment, the cost of the
technology has not been the only obstacle. Rather, physicians have been just as reluctant
to invest time and energy into these systems as capital. Though we applaud CMS for
proposing these limited exceptions to the Stark Law that will allow entities more willing
to invest in the necessary ePrescribing and eHR systems to donate certain items and
services to physicians, we caution that receiving eHR and ePrescribing technology is
unlikely to be sufficient to encourage physicians to transition to electronic systems.
Since the new eHR exception will still require physicians to invest in critical hardware
and other components of an eHR system, it is likely to be only minimally effective in
encouraging eHR deployment.

The concepts of eHR and ePrescribing are not new; the health care community has
been aware of the vast potential of these important technologies for some time. Their
failure to proliferate suggests that their value and attraction to physicians have been
overstated, greatly complicating governmental and provider efforts to develop and
implement electronic systems.
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We believe that these two erroneous assumptions have led CMS to overstate the
risk of fraud and abuse that might accompany the donation of eHR and ePrescribing
technology, particularly where the technology is fully interoperable. The proposed
exceptions appear to assume that not only will physicians happily accept and implement
donated technology, but that they will be so grateful for the opportunity to transition to
electronic systems that they will remain loyal to the entity that donated the technology.
The reality is that absent additional incentives, physicians are unlikely to transition to
electronic formats even if all of the technology is donated to them.

If CMS is committed to the goals of widespread adoption of interoperable eHR
and ePrescribing technology, then CMS must reduce the regulatory barriers confronting
entities willing to invest in the development and implementation of these systems by
expanding the proposed exceptions. We suggest the following:

Expand Permissible Donors and Recipients
Donors

While it makes sense to limit the potential donors of ePrescribing and eHR
technology to entities involved in the direct and primary care of patients, it is unclear why
the list of potential donors by provider-type was nonetheless limited to hospitals and
medical groups. All institutional providers have an interest in ensuring that patient care
provided at their facilities benefits from a complete medical record, easily transferred to
the facility. There are other entities, such as ambulatory surgical centers (“ASC”), that
are as directly and primarily involved m patient care, and who may well be in a good
position to further the deployment of eHR and ePrescribing technology to members of
their medical staffs. We see no reason to draw a distinction between a hospital providing
eHR technology to surgeons who perform procedures at the hospital, while excluding
ambulatory surgical centers from providing eHR technology to physicians who perform
surgeries at the center. We do not see a need to regulate the types of providers who are
eligible donors.

Recipients

At many places, the Preamble explains that the purpose of the proposed
exceptions, particularly the eHR exceptions, is to promote open, interconnected,
interoperable eHR and ePrescribing technology to improve health care quality and
efficiency through, among other benefits, maximally portable health records. To achieve
this laudable goal, we strongly urge you to extend the list of eligible recipients of donated
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technology to include all physicians and medical groups who share patients with the
donating entity.

As currently conceived, the exceptions permit hospitals to donate ePrescribing and
¢HR technology only to members of their medical staffs. Medical groups are similarly
limited by restricting potential donors to physicians who are members of that medical
group.! While the donated technology might make access to records more efficient and
convenient, the proposed regulations do not further the goal of maximizing portability of
records. They seem to protect only arrangements with physicians who already have
access to the records of the donating entity: Members of medical staffs already have
access to hospital records, and medical group members already have access to medical
group records. However, a primary care physician who is not a medical staff member
may regularly have patients who are hospitalized. Medical records maintained by that
primary care physician may never be incorporated into the hospital’s medical records
system. Hospitals should be free to donate eHR and ePrescribing technology to
physicians who are so situated. To achieve maximum portability, eHR networks need to
include all providers involved in the diagnosis and treatment of the patient regardless of
whether the provider is a member of a particular group or a hospital’s medical staff.

In the ordinary course of care, from onset of symptoms to completion of treatment,
a patient will likely see multiple unaffiliated, unrelated physician-providers. For
instance, in the case of a hospital patient undergoing cardiac surgery, the patient will
encounter multiple physician-providers® ranging from his or her primary care physician, a
cardiologist, a radiologist, a cardiac surgeon, an anesthesiologist, and perhaps a
rehabilitation medicine specialist. Each of these providers will have important patient
information that the other physicians will need in the course of diagnosis and treatment.
The value of an eHR system is not that providers who otherwise have relatively expedient
access to patient records are able to obtain those records more efficiently. Rather, eHR
benefits patients by facilitating instant access to health records to which a provider might

! We fail to see why an exception is needed to permit a medical group to purchase and maintain an eHR or
ePrescribing system. Development and maintenance of medical records and other necessary technologies
are the business of a medical group, not its individual members. Investment in infrastructure that includes
eHR and ePrescribing technology is no more remuneration to the individual physician members of that
group than the development and maintenance of paper-based health record and prescription systems.
Surely, a medical group decision to deploy technology in its own business does not create a financial
relationship with physician group members. Is a compensation relationship exception needed to enable a
medical group to furnish examination rooms or chairs in the waiting room? So long as any capital
expenditure remains the property of the medical group, the expenditure does not create a financial
relationship for purposes of Section 1877 of the Act.

2 The patient will also likely see other non-physician-providers such as a laboratory and one or more imaging
centers, all of which could be unrelated to the hospital.
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not otherwise have convenient access. To maximize the quality and efficiency of that
patient’s care, all providers will need access to the patient’s complete medical record,

which means the medical records of each and every provider involved in the diagnosis
and treatment of the patient.

There is also no guarantee that any of the physicians, other than the surgeon and
the anesthesiologist, will be members of the hospital’s medical staff. While the hospital,
the surgeon, and the anesthesiologist can take advantage of the exceptions in building and
participating in an eHR network, the limitations in the proposed exceptions could
exclude the other physicians involved in the patient’s care, unless those physicians are
willing to make the investment in necessary technology.

It is also common for primary-care groups to contract with specialists to treat their
patients. To maximize the benefit of seamless migration of patients among the primary-
care and specialist physicians, these physicians need to be on the same eHR network. As
currently written, however, the proposed exceptions will not permit primary-care groups
to donate technology to the specialists who treat their patients, because these specialists
will not be members of the same group practice. Indeed, with the exception of multi-
specialty medical groups, it is highly unlikely that the various physician providers
involved in a patient’s care will be sufficiently affiliated to use the exception to donate
technology to each other to build an eHR network.

The only potential abuse from expanding the list of recipients of this technology is
the fear that physicians will be tied to donating providers through eHR relationships. But
as you acknowledge in the Preamble, interoperability largely eliminates this concern.
Since the recipient can use the technology to share medical records with the donor’s
competitors, it is difficult to conceive how expanding the list of recipients increases the
risk of fraud and abuse; a retailer who gives internet access to prospective customers is
likely to find that internet access facilitates, not hinders, customer access to the retailer’s
competitors.

With fully interoperable systems, the donating entity would be no more guaranteed
referrals as a result of the donated technology than entities that did not donate the
equipment. In addition to interoperability, limiting potential recipients to physicians with
whom the donor shares patients will also minimize this risk, because donor entities will
be unable to use eHR technology to encourage referrals from random physicians. Also,
perhaps the best deterrent is the potential expense associated with building an effective
eHR network for the entity’s patients. While it remains entirely unclear how expensive
adopting a comprehensive eHR system will be, it is clear that the venture will be quite
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expensive; not being able to guarantee these referrals due to the interoperability of the
donated technology will sufficiently deter entities from engaging in widespread donations
of this expensive technology.

Finally, we hope that excluding medical groups on the list of potential recipients
was a mere oversight. Medical groups are separate legal entities from the physicians who
own them and the physicians they employ. The provision of medical services and all that
it entails is a medical group’s business, not its member physicians’. To this end, it is the
medical group that develops and maintains medical records and other necessary
technologies for the operation of its business. Accordingly, if another entity donates
ePrescribing or eHR technology to be used by group physicians, the appropriate recipient
is the medical group, not the individual physician. It is important to note that it is
unlikely that another exception will protect donations from hospitals and other DHS
entities to physicians of medical groups with whom the DHS entity contracts. For
instance, the fair market value requirement for the indirect compensation exception will
not apply since the universal requirement that items and services be priced at fair market
value could not be met where the items or service are donated. At the very least, forcing
entities to rely on existing exceptions applicable to indirect relationships will create a
chilling degree of uncertainty, hindering the spread of eHR technology.

Finally, it is difficult to conceive how donations of technology to be used in a
medical practice can be made to physicians rather than their employers, the medical
group. Even if the donations are made to individual physicians, the technology will inure
to the benefit of and be used solely by the medical group that employs the physician.

Perhaps you chose to make the recipient the physician rather than his or her
medical group because the proposed regulations limit recipients of hospital-donated
technology to members of the hospital’s medical staff. And perhaps you were concerned
that unless all members of a certain medical group were also members of a hospital’s
medical staff, donating technology to the medical group, and thus presumably benefiting
all group physicians, might induce other group physicians to switch their allegiances to
the donating hospital. As is the case with most other fraud and abuse concerns, this
concern should largely be eliminated where the technology is fully interoperable; it is
highly doubtful that an entire medical group will change its referral patterns because it
receives technology that will work just as well with medical record systems maintained
by their current referral recipients.



The Centers for Medicare and Medicaid Services
Department of Health and Human Services
December 9, 2005

Page 7

For these reasons we urge you to expand the list of potential recipients to include
physicians and medical groups who share patients with the donor regardless of the
physicians’ or medical groups’ affiliation with the donor. We also strongly encourage
you to include medical groups as potential recipients of technology from hospitals.

Expand the Definition of Covered Technology for eHR Exceptions

By limiting the permissible eHR technology to software and training only, the
exceptions impede the ability of providers to adopt widespread eHR systems that provide
maximum portability and efficiency. Many smaller medical groups and solo-
practitioners, particularly those in rural areas, do not have the technology to implement
eHR systems. Limiting donations to software and training will not spread eHR
technology to physicians concerned about maintenance, technical support, connectivity,
and the cost of ancillary hardware. Physicians will be as reluctant to pay for these needed
items and services as they are to pay for the software and training entities would be
permitted to donate under the proposed rule. Unless donor entities are allowed to donate
all necessary technology to bring a physician (or their medical group) into an eHR
network, the exceptions will not further the goal of widespread adoption of eHR systems,
because it is highly unlikely that these physicians or their medical groups will make the
necessary investment in hardware and other technology that will allow them to operate
the donated software. Accordingly, we urge CMS to expand the definition of covered
technology for the eHR exceptions to include the same technology permitted under the
ePrescribing exception.

Because the eHR technology will be interoperable, the risk that donor entities will
successfully use expensive hardware and other technology to induce referrals from
recipients is minimal, even if the hardware or other technology can be used for purposes
other than eHR transmission. So long as the donated technology can be used to link
multiple providers, the donation of the technology should have minimal impact on the
recipient’s referral patterns.

In addition, any potential program abuse accompanying expanding covered
technology to include all technology will be further minimized by the requirements that
the technology be “necessary” for the implementation of the eHR technology. Because
donations will be limited to only those items and services that physicians or their medical
groups do not already have, risks that entities will use the technology to induce or reward
referrals will also be minimal.
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Selection of Recipients

To maximize the benefits of eHR and ePrescribing technology, recipients must
necessarily be selected to expand the number of patients covered by the eHR and
ePrescribing systems. CMS appears to acknowledge this in both the Preamble and in the
text of the post-interoperability eHR exception by allowing entities to use volume metrics
in selecting recipients so long as they are not directly based on the volume of business
between the donor and the recipient.

eHR and ePrescribing systems will necessarily be built and tested in phases. For
hospitals, this likely means that eHR systems will be rolled-out department by
department. If eHR systems are to cover as many patients as possible, hospitals and other
donors must have the flexibility, particularly during the initial stages, to select recipient-
physicians from their busiest departments and with whom the donor shares the greatest
number of patients. These criteria, however, will have the unintended and indirect result
of leading donors to select recipients who do the most business with the donor.

The Preamble and text of the post-interoperability regulation suggest that donors
may select recipients based on the total volume of all work performed by the recipient,
such as the total number of prescriptions written by a particular physician annually. The
Preamble also suggests that CMS will not, however, permit donors to select recipients
based on the total number of patients that the donor and recipient share. This proposal
stymies the development of widespread eHR and ePrescribing systems because hospitals
will go the safer route of selecting high volume physicians with little patient overlap vs.
lower volume physicians who share more patients with the donor. Such a result is
inconsistent with the goal of maximizing efficiency and portability, and will only serve to
impede the adoption of ePrescribing and eHR technology. In short, the proposal will tend
to minimize the number of patients covered by the eHR network.

Like all other risks of program abuse associated with donations of eHR and
ePrescribing systems, interoperability should minimize the concern that selecting
recipients based on their practice volume will facilitate the use of eHR technologies to
reward referrers.

We urge CMS to adopt final regulations that permit donors to select recipients of
covered technology based on the number of patients the recipient and donor share. We
also encourage CMS to permit hospitals to select recipients by hospital department,
which include permitting hospitals to select recipients who share patients with the
hospitals busiest and highest-volume departments.
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Cap on Value of Donations

We urge you to abandon any attempt to place a cap on the value of the donated
technology in the final regulations. As the Preamble appears to acknowledge and as is
widely accepted, there is simply no way to reasonably predict the costs of implementing
ePrescribing and eHR systems on the scale hoped for by Congress, the Department of
Health and Human Services, and the health care community. Cost estimates for
deploying eHR systems vary enormously. With such unstable estimates, it would be
impossible to set any reasonable fixed-amount cap on the value of the technology, and we
encourage you not to do so at this time.

Compounding this problem, various recipients will have varying needs to
implement ePrescribing and eHR systems, with some requiring very little and others
requiring significantly more. While this issue could be addressed by adopting a cap
reflecting the highest possible cost per recipient, such an approach would require reliable
data on these potential costs, which simply does not exist. If a fixed-amount cap reflects
an average cost to all recipients, then those recipients with greater needs will be required
to bear the costs of eHR and ePrescribing technology above the cap amount. A cap
calculated as a percentage of the value of a particular donation will also require
physicians to bear costs for systems not particularly valued by physicians. We are
particularly concerned about any cost-shifting to physicians who are, as discussed above,
already reluctant to transition their practices to ePrescribing and eHR systems. If the
final regulations require that physicians bear even modest costs in addition to the other
meaningful non-monetary burdens that implementing eHR and ePrescribing systems will
require, the regulations will prove lethal to the widespread adoption of these important
technologies.

In addition, a cap on the value of the donations will not be needed to minimize
potential fraud and abuse if systems are interoperable. The Preamble explains that the
purpose of the cap would be to minimize the influence the donated technology might
have on physician referral patterns, particularly where a donor might try to hide
remuneration to a referring physician in unnecessarily expensive and valuable
technology. While this might be a concegn if the technology were capable of tying a
physician to a particular DHS entity, interoperable systems that allow physicians to use
the technology with any provider should eliminate this concern. The physician gains no
continuing benefit by referring to the entity that donated the technology, because it can
use the technology with any other referral recipient.
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We also fail to see how a no-cap system gives larger providers a competitive
advantage over smaller providers because the larger providers are able to donate more or
more valuable technology. Indeed, interoperability allows all providers to take as much
advantage of the donated technology as the provider, large or small, who donated it.

Perhaps the cap is meant to ensure that donors do not reward historically higher-
volume referrers with more valuable technology. But a cap is too blunt an instrument to
address this concern. Rather, the other limitations in the exceptions, such as the
requirements that the technology be necessary and that donations not be directly related
to referrals, appear to adequately address this concern. It also seems that this concern is
better addressed under the anti-kickback statute, because the Stark Law is ill-suited to
address fraud and abuse concerns involving remunerating physicians for prior referrals.
The anti-kickback statute is designed to punish entities for conduct motivated by
forbidden intent. Contrariwise, the Stark Law looks only forward — its goal is to preempt
potentially abusive arrangements by forbidding certain conduct regardless of the actors’
intent. This is true even where, as with the deployment of eHR and ePrescribing
technology, the result of the relationship is undeniably positive. Using the Stark Law to
reach arrangements that are clearly beneficial to patients based on the potential for bad
intent on the part of the actors will only needlessly stifle the development of these
important technologies, particularly where the anti-kickback statute is available to
address those proceeding with improper intent.

Finally, providers who will bear the financial burden of adopting ePrescribing and
eHR technology will be doing so for the primary purpose of improving patient care.
These providers, such as hospitals and large medical groups, will invest vast amounts of
capital with very little in financial return. It would seem, then, that these providers’
desire to minimize these costs through judicious, rather than wanton, donations of
interoperable technology to other entities will also minimize the potential for fraud and
abuse.

For these reasons, we strongly urge you to not include a cap on the value of the
donated technologies in the final regulations. A cap is likely to transfer eHR costs to
physicians, thus impeding the widespread adoption of these important technologies if
they place even modest costs on physicians.

Definition of Electronic Health Record

It is unclear why CMS would need to further define the term “electronic health
record” to minimize fraud and abuse theoretically associated with eHR system donations.
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After all, electronic transmission of and access to patient records or other data such as
clinical decision support does not constitute remuneration any more than access to paper-
based patient records and clinical decision support data. That is, a donor entity sharing
important clinical data about a patient, whatever their form, is not a “donation” of eHR or
ePrescribing technology. Rather, it is sharing information about a patient, which should
not be deemed remuneration or even remotely potentially abusive. Accordingly, it is
unclear why CMS would seek to limit the data shared between health care providers in
exceptions designed to define what technology can be donated between providers.
Nonetheless, any definition of electronic health records should be very broad and include
anything that is currently considered part of patient medical records. Any eHR exception
should also include other clinical information technology, such as clinical decision
support and computerized provider order entry (CPOE) systems. Clinical decision
support data is critical to patient care, and most eHR systems provide clinical decision
support. Efforts to minimize potential fraud and abuse should not include requiring
donors to deny access to valuable clinical data related to patient care, even if access to
such data might be helpful to physicians in their private practice.

Pre-interoperability / Post-interoperability

While we applaud the effort to provide protection to providers for potential
violations of the Stark Law pending the adoption of the interoperable certification
standards, it is unlikely that the extremely limited pre-interoperability exception will
prove practically useful in the dissemination of éHR technology. It is doubtful that
providers will make an enormous investment in eHR technology based on the rather
unhelpful pre-interoperability exception, particularly if it is likely that the exception will
sunset after the interoperability certification standards are finalized. Rather than
encourage you to expand the pre-interoperability exception, we encourage you to adopt
the certification standards for interoperability as soon as possible, and certainly no later
than finalizing the post-interoperability exception.

Interoperability Certification Standards

We have no specific comments regarding which standards CMS should adopt to
assure interoperability of eHR systems, though we do urge CMS to set realistic standards.
Accordingly, we strongly encourage CMS to continue to work closely with the provider
community in selecting the standards so that they reflect both patient needs and realities
of the health care market place.



The Centers for Medicare and Medicaid Services
Department of Health and Human Services
December 9, 2005

Page 12

Expanding ePrescribing to Cover Orders Other Than Pharmacy

We encourage CMS to expand the ePrescribing exception to include all
technology used to electronically transmit physician orders for all items and services that
require a physician order, such as orders for laboratory and diagnostic imaging services.
We can think of no increased risk of program abuse associated with expanding the
breadth of the ePrescribing system to include these orders.

Donations of Use

We ask CMS to specify that technology donations covered by the exceptions
include the donation of the right to use technology, so that DHS entities can clearly lease
or license technology, rather than be required to transfer ownership of the donated
technology. We are confident that this is CMS’s intention, but suggest that the proposed
exceptions could be revised for greater clarity on this point. We can think of no potential
increase in risk of potential abuse by allowing donors to donate use of eHR or
ePrescribing technology, as opposed to the technology itself.

Requiring Participation in eHR and ePrescribing Systems

Currently, the regulations prohibit recipients from conditioning the receipt of
technology on doing business with the owner. Please clarify that donors may require
their recipients to participate in the donor’s eHR and ePrescribing systems. That is,
donors cannot require recipients to do business with the donor, but can require the
recipients to use the donor’s eHR and ePrescribing systems; hospitals and other entities
will need the ability to insist that otherwise reluctant physicians use these technologies if
they are to achieve widespread adoption of these electronic systems. We can think of no
additional risk of abuse associated with hospitals and other entities requiring participation
in eHR and ePrescribing systems, so long as donations are not conditioned, by either
party, on doing business with the other.

Using eHR and ePrescribing Systems to Lure Physicians to the Donor Entity

CMS seems particularly concerned that donors will use the donated technology to
lure patients away from competitors. Leaving aside whether any such campaign could be
successful, interoperability should also minimize this risk; it is unclear how a hospital
will lure a physician away from a competitor by giving the physician technology that can
be used just as easily with the competitor. Nevertheless, the Preamble only obliquely
describes the conduct this requirement forbids, and there is no corresponding provision in
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the text of the regulation. Please clarify whether this prohibition simply states that the
exceptions will not protect donations of items and services that are conditioned on the
recipient doing a certain amount of business with the donor, or whether the relevant
passage in the Preamble is intended to have other implications.

David S. Salem

EMO:dm/jj
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Comments on the Proposed Rule:
Medicare Program: Physicians’ Referrals to Health Care Entities With Which They
Have Financial Relationships; Exceptions for Certain Electronic Prescribing and
Electronic Health Records Arrangements

Comments on Background Section of document.

CCHIT strongly supports the decision by CMS to simultaneously propose exceptions at
§411.357(w) and §411.357(x) for electronic health records software and training services
that are not covered by the MMA -mandated exception (page 10 of document).

We believe the MMA-mandated exception, standing alone, would have insufficient
impact on health IT adoption or the quality and safety of care, for two reasons:

¢ First, while there is good evidence that the cost of hardware, software and training
for electronic health record systems is a significant barrier to adoption by
physicians, there is no such evidence that cost is the major barrier to standalone e-
prescribing systems; in fact, free giveaways of e-prescribing systems by payers have
demonstrated very low acceptance by physicians.

e The MMA-mandated exception requires that the e-prescribing hardware, software
and training be used solely to receive and transmit electronic prescriptions. The
exception does not require e-prescribing to include basic screening for drug
interactions, contraindications, allergies, or dose correctness, and thus omits the
tools needed to improve drug safety. In addition, as currently structured, the MMA -
mandated exception would encourage greater fragmentation of electronic patient
information rather than integration. Without tying in the patient’s diagnoses,
laboratory results, and other data, along with decision support tools to utilize this
information for prescription checking, a standalone e-prescribing system provides
only a small part of the potential available in an electronic health record, and would
fail to achieve the full potential benefits to quality and safety.
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Comments on “Exceptions for Certain Arrangements Involving Electronic Health
Records ltems and Services: §411.357(w) and §411.357(x) (page 33 of document)

CCHIT reiterates its support for including these exceptions to support the adoption of
electronic health records (EHR). We believe there are clear circumstances in which a
hospital, group practice, Medicare prescription drug plan, or Medicare Advantage plan
can donate electronic health record technology to physicians, which could help accelerate
the adoption of interoperable health IT and improve the quality and safety of care,
without risk of program and patient abuse. We wish to add, however, that these
exceptions alone will not suffice, and that widespread health IT adoption will require
pay-for-performance incentives within the healthcare reimbursement system.

Comments on the concept of pre- and post-interoperability exceptions (page 34).

Since the rule proposes differing requirements for the period before and after the
Secretary of HHS adopts product certification criteria, we would like to provide updated
information on the timing and availability of product certification.

CCHIT is engaged in developing the Compliance Certification and Inspection Process for
Electronic Health Records under HHS Contract #HHSP233200454102EC. Certifying
EHR systems for ambulatory care — the domain of physician office practices, the target of
the proposed exception — represents our first scope of work under that contract. The
contract requires CCHIT to publish proposed certification criteria by December 30, 2005,
and to complete a pilot test by February 28, 2006. CCHIT published its proposed criteria
on November 30, 2005, one month ahead of contract deadline, and is on track for the
timely completion of the pilot test as well. This should lead to inspection of ambulatory
EHR systems beginning in March 2006, with official certification results available in
June 2006. In addition, while the standards for ePrescribing are still being finalized, we
anticipate beginning certification of ePrescribing within EHRs on September 30, 2006.

While we cannot predict the interval between CCHIT’s deliverables and the Secretary’s
adoption of product certification criteria, we recommend CMS and OIG consider a
scenario in which certification criteria aré in place before the proposed rule takes effect,
making the need for a “pre-interoperability” exception moot. This could simplify the
process of formulating the EHR exception.

Comments on the risk of program abuse posed by a DHS entity’s provision of valuable
technology to physicians (page 34).

We do not agree with the statement, “The provision of electronic health records
technology poses greater risk of abuse than the provision of limited electronic prescribing
technology, because electronic health records technology is inherently more valuable to
physicians in terms of actual cost, avoided overhead, and administrative expenses of an
office practice.” Although ultimately EHRs may increase the efficiency of an office, in
the near term they are disruptive to workflow and frequently require additional staff
rather than fewer. This is one reason why adoption has remained so low.
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Instead, we believe the risks of program abuse should be separately analyzed for each of
the elements in obtaining, implementing and supporting an EHR system. We would
identify the following three elements and their risks:

¢ Computers and network equipment (i.e., “hardware”) can be used for many purposes
and has some resale value, although it depreciates rather rapidly. Therefore, we
believe that donation of hardware may pose some risk of abuse.

e Donation of EHR software, training, and implementation assistance, in contrast, does
not carry significant risk of patient or program abuse. These products and services
can not serve other functions, and can not be resold by the practice or “taken back” by
the donor. Converting an office from paper to electronic records by installing
software, retraining staff, and re-engineering workflows is a labor-intensive and even
painful process for the practice. We do not believe it could act as a “perk” to induce
or reward a higher volume of referrals.

e Ongoing technical support, generally paid for on a monthly or annual basis, is a third
essential element in obtaining and using EHR systems. CCHIT believes that donation
of ongoing support could pose a risk of abuse for two reasons: it creates a
dependency of the physician upon the donor — a ‘crash’ of an EHR system that was
no longer supported would have a devastating effect on the practice -- and second, the
fair market value of such support is very difficult to establish.

In summary, CCHIT believes that if the exception focuses on donation of EHR software,
training, and implementation, the risk of program or patient abuse is negligible. We
believe the risks are higher for donation of general purpose computing hardware as well
as for long-term ongoing system support.

Comments on the value of protected technology (page 42)

CMS is contemplating placing a cap on the aggregate value of the technology donated.
We share CMS’ concerns about the risk of donating multifunctional, resalable hardware,
but we reiterate our position about the low risk of abuse when software and training are
donated.

As long as the donation is focused on software and training, we suggest that a cap in the
value of donated technology could be counterproductive -- disadvantaging smaller offices
and primary care practices most in need of help, and/or encouraging the adoption of less
sophisticated EHR systems that do not fully achieve quality and safety improvement
goals.

Estimates vary regarding the purchase cost of electronic health record systems, but the
figures range from $15,000 to $35,000 or more per physician. As a rule of thumb,
approximately 1/3 of the investment goes to hardware, 1/3 to software, and 1/3 to training
and implementation consulting. Unfortunately, the small offices that represent the
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slowest adopters of health IT experience the highest per-physician cost because of their
inability to spread the cost among many providers. A fixed per-physician cap could
increase rather than decrease that ‘adoption gap.’

We also suggest CMS bear in mind that healthcare IT investment, as a percentage of
revenues, is small compared to other industries. Hospitals spend 4-5%, and physician
offices less than 1% of revenues, while other knowledge-driven industries invest 10% or
more in IT. When payment systems are realigned to reward quality, the appropriate
amount of health IT investment could be several times higher than it is now. Besides
limiting total provider investment in health IT, an exemption with a fixed cap might
inhibit capital investment in health IT research and development.

Comments on requiring that electronic health records include a CPOE component (page
49)

Computerized Provider Order Entry (CPOE) is a functionality within electronic health
record systems. Prescriptions are the most frequent “order” entered in the physician
offices, and this functionality has been covered by the e-prescribing requirements.
However, advanced EHRs with full CPOE can also accept orders directed to laboratories,
imaging centers, medical equipment suppliers, physical therapists, and other ancillary
service providers. The practicality and availability of CPOE in ambulatory EHRs will
evolve over time, and CCHIT’s certification criteria will require increasing levels of full
CPOE capability as it becomes feasible. Instead of touching upon this specific
functionality in the proposed rule, we believe decisions on the appropriate timing and
depth of CPOE functionality required in a physician office EHR is best left to the
deliberations of the certifying body.

Thank you for this opportunity to comment.

Respectfully submitted,

Mark Leavitt, MD, PhD

Chair, Certification Commission for Healthcare Information Technology (CCHIT)
233 N Michigan Avenue, Suite 2150

Chicago, IL 60601
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