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PART 411—EXCLUSIONS FORM
MEDICARE AND LIMITATIONS ON
MEDICARE PAYMENT

_ 1. The authority citation for part 411

is revised to read as follows:

Authority: Secs. 1102, 1860D-4(e)(6), 1871,
and 1877(b)(4) and (5) of the Social Security
Act (42 U.S.C. 1302, 1395w-104(e)(6),
1395hh, and 1395nn(b)(4) and (5)).
Subpart J—Financial Relationships
Between Physicians and Entities
Furnishing Designated Health Services
_ 2. Section 411.351 is amended by

adding the definitions of *“electronic

health record’” and “‘interoperable’” in
alphabetical order to read as follows:

§ 411.351 Definitions.

* k kX %

Electronic health record means a

repository of consumer health status
information in computer processable

form used for clinical diagnosis and
treatment for a broad array of clinical
conditions.

EE Ik @
Interoperable means able to

communicate and exchange data
accurately, effectively, securely, and
consistently with different information
technology systems, software
applications, and networks, in various
settings; and exchange dat that

the clinical or operational %Tse and
meaning of the data are pre%érved and
unaltered.

EE Ik

_ 3. Section 411.357 is amended by
adding paragraphs (v) and (w) to read as
follows:

§ 411.357 Exceptions to the referral
prohibition related to compensation

arrangements. %]
* k kX% %
(v) Electronic prescribing items and

services. Nonmonetary remuneration
(consisting of items and services in the
form of hardware, software, or
information technology and training
services) necessary and u olely to
receive and transmit ele

prescription information, of the
following conditions are met:

(1) The items and services are
provided by a—

(i) Hospital to a physician who is a
member of its medical staff;


Note
The definition of electronic health record (“EHR”) is quite broad, focusing on both (1) what an EHR includes (a repository of consumer health status information in computer processable form) and (2) what an EHR is used for (clinical diagnosis and treatment for a broad array of clinical conditions).  

In using the words “consumer health status information”, it is interesting to note that CMS referred to consumers rather than patients and did not use the term “protected health information” as defined in HIPAA.  

If questions arise regarding the scope of an EHR for purposes of the exception, it may be useful to review the Preamble’s summary of comments CMS received when the definition of EHR was proposed and the various alternatives that were not adopted.  71 Fed. Reg. 45133.

Note
The concept of interoperability is critical because only software that is interoperable (or “deemed interoperable” pursuant to 42 C.F.R. § 411.357(w)(2)) will qualify for the EHR exception.  Interoperability is viewed as an important safeguard to assure that the recipient will not be tied to use of technology provided by the donor.  The Rule does not provide different exceptions depending on whether interoperability certification criteria have been developed, as initially proposed.  

The definition of interoperable requires the ability to communicate and exchange data “effectively, securely and consistently with different software and networks in various settings” while preserving the clinical or operational purpose and meaning of the data.  The definition does not define “effectively” or specify the minimum number of networks with which an EHR should communicate in order to be interoperable.  The definition requires secure communications, but it does not refer to the HIPAA Security Rule as the relevant standard, require encryption or otherwise define “securely.”  

In discussing this definition, CMS stated that interoperability is evolving as technology develops, so “the appropriate inquiry is whether the software is as interoperable as feasible given the prevailing state of technology at the time” of donation.  71 C.F.R. 45156.  Although CMS probably intended to provide additional flexibility by including this commentary, the “as interoperable as feasible” standard may not be helpful as a practical matter due to the wide range of technology that might be considered “feasible.”  This is particularly true if cost and the difficulty of obtaining third party cooperation are not relevant factors in the analysis of what is feasible.

Note
Unlike the exception for EHR, the items donated under the e-prescribing exception may include hardware as well as software, information technology and training services.  
The Preamble states that items donated under this exception could include licenses, rights of use, intellectual property, upgrades, help desk, maintenance and other educational or support services, hardware, operating system software integral to the hardware and interfaces with other e-prescribing systems, but may not include billing, scheduling, administrative or other general office software.  71 Fed. Reg. 45144.  

The scope of “prescription information” for purposes of the exception was defined in the Preamble as “information about prescriptions about drugs or any other item or service normally accomplished by prescription.”  71 Fed. Reg. 45145.  It therefore could include prescription information about durable medical equipment, physical therapy, dialysis and laboratory tests that are the subject of prescriptions.  Id.  However, this seemingly broad definition should be reviewed in connection with the limited types of donors permitted under 42 C.F.R. § 411.357(1).

Note
In accordance with the language of Section 101 of the MMA, the Rule imposes significant limitations by stating that the items donated must be “necessary and used solely to receive and transmit electronic prescription information….”  The “necessary” requirement is also used in the EHR exception and CMS stated that it will interpret the term uniformly for both exceptions.  71 C.F.R. 45145.  

CMS has indicated that the “necessary” requirement will not be satisfied if the physician already has equivalent items and services.  In the Preamble and in §411.357(v)(8), CMS indicates that if the donor knows “or acts in deliberate ignorance or reckless disregard” of the fact that the physician already has equivalent technology, the exception will not be available.  71 Fed. Reg. 45146.  To avoid this result, CMS states that “prudent donors may want to make reasonable inquiries to potential physician recipients and document the communications.”  Id.

Despite the possible difficulties posed by the “necessary” requirement, it is useful to note that CMS believes that it does not preclude donations of equipment upgrades or “software that significantly enhances the functionality of the item or service” if all other requirements of the exception are met.  Id.  Please refer to the annotations below relating to the EHR exception for further discussion of the necessary requirement

In discussing the “used solely” requirement, CMS noted that Congress intended to safeguard against abusive arrangements in which the donated technology might have value attributable to uses other than e-prescribing.  Id.  The requirement is especially narrow as applied to hardware because a computer or other hardware donated pursuant to the exception could not be used for anything other than e-prescribing.  However, CMS interprets the “used solely” requirement broadly enough to include electronic tools that identify alternative drug therapies, drug interactions or a payor’s formulary.  Other prescription data analysis tools would not be covered by the exception if they were used for marketing or other purposes unrelated to prescriptions for patient care.  Id.

Note
(v)(1) The permitted donors and recipients are limited to the same categories of donors and physician recipients as are listed in Section 101 of the MMA.  CMS states in the Preamble that the enumerated categories reflect “individuals and entities centrally involved in the ordering, processing, filling or reimbursing of prescriptions.”  71 Fed. Reg. 45147.  This statement seems inconsistent with the inclusion of laboratory tests in the definition of prescription information noted above because clinical laboratories are not included as permitted donors for purposes of the e-prescribing exception.  In responding to a comment on this point, CMS noted that laboratories are permitted donors for purposes of the EHR exception.  71 Fed. Reg. 45145.)


Note
The scope of “prescription information” for purposes of the exception was defined in the Preamble as “information about prescriptions about drugs or any other item or service normally accomplished by prescription.”  71 Fed. Reg. 45145.  It therefore could include prescription information about durable medical equipment, physical therapy, dialysis and laboratory tests that are the subject of prescriptions.  Id.  However, this seemingly broad definition should be reviewed in connection with the limited types of donors permitted under 42 C.F.R. § 411.357(1).



(ii) Group practice (as defined at

§ 411.352) to a physician who is a
member of the group (as defined at

§ 411.351); or

(iii) PDP sponsor or MA organization
to a prescribing physician.

(2) The items and services ar
provided as part of, or are 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

provided. @
(3) The donor (or any person on the
donor’s behalf) does not take any action
to limit or restrict the use or
compatibility of the items or services
with other electronic prescribing or
electronic health records systems.

(4) For items or services that are of the
type that can be used for any patient
without regard to payor status, the
donor does not restrict, or take any
action to limit, the physician’s right or
ability to use the items or services for

any patient.
(5) Neither the physician nor the @

physician’s practice (including
employees and staff members) makes
the receipt of items or services, or the
amount or nature of the items or
services, a condition of doing business

with the donor.
(6) Neither the eligibility of a @

physician for the items or services, nor
the amount or nature of the items or
services, is determined in a manner that
takes into account the volume or value
of referrals or other business generated
between the parties.

(7) The arrangement is set forth in a @
written agreement that—

(i) Is signed by the parties;

(ii) Specifies the items and services
being provided and the donor’s cost of
the items and services; and

(iii) Covers all of the electronic
prescribing items and services to be
provided by the donor. This
requirement will be met if all separate
agreements between the donor and the
physician (and the donor and any
family members of the physician)
incorporate each other by reference or if
they cross-reference a master list of
agreements that is maintained and
updated centrally and is available for
review by the Secretary upon request.
The master list should be maintained in
a manner that preserves the histori
record of agreements. f%

(8) The donor does not have actual


Note
(v)(2) The e-prescribing exception does not expressly require that the donated technology be interoperable, but does require that it be part of or used to access an electronic prescription drug program that meets the applicable standards of the Medicare Part D Program when provided.  However, the Preamble does mention interoperability in this context, stating that requiring the technology to meet the Part D electronic prescribing standards applicable at the time of donation was intended to include “any standards relating to interoperability.”  71 Fed. Reg. 45145.

Note
(v)(3) The donor is required to not take any action to limit compatibility with other providers of e-prescribing services or EHR systems, but this does not require the donor to provide interfaces to other systems.  It is also interesting to note that EHR systems are mentioned in this section of the e-prescribing exception.

Note
(v)(4) This element prohibits action that would limit a physician’s right to use the donated item with any patient if the technology is of a type that could be used without regard to payor status, but it does not require the technology to work with more than one payor.

Note
(v)(5) This requirement is one of few that directly addresses the physician’s activities.


Note
(v)(6) The e-prescribing and the EHR exceptions are similar in imposing a requirement that the physician’s eligibility for the donation (and the amount and nature of the donation) may not be determined in a manner that takes into account the volume or value of referrals or other business generated between the parties.  However, the requirement is stricter in the e-prescribing exception because it does not use the phrase “directly take into account” [emphasis supplied] or specify seven types of determinations that are deemed to satisfy this requirement as set forth in the EHR exception.  See 42 C.F.R. § 411.357(w)(6).  The language of § 411.357(v)(6) imposing this requirement for e-prescribing does not expressly include the phrase “directly or indirectly” but this phrase is used in the Preamble rejecting a comment suggesting that the requirement use the term “directly” in the e-prescribing context.  71 C.F.R. 45147.  

Despite these statements, the Preamble states that notwithstanding this discussion, for purposes of the e-prescribing exception, “donors may select physician recipients of electronic prescribing technology based upon the total number of prescriptions written by the physician but cannot select them based upon the number or value of prescriptions … dispensed or paid by the donor….”  Id.  This position is based on CMS’s belief that this is consistent with the MMA mandate and congressional intent to promote the use of electronic prescribing.  Id.


Note
(v)(7) The requirement of a written agreement signed by the parties provides flexibility by allowing the use of separate agreements if they incorporate each other by reference or cross reference a master list of agreements that is (a) maintained and updated centrally, (b) is available for review by the Secretary of DHHS upon request and (c) preserves the historical record of agreements.  In order to satisfy the last element, contracts that amend and restate prior agreements and new master agreements that supersede previous agreements should be carefully drafted to preserve the historical record of previous agreements.  

The written agreement must specify the donor’s cost of the items and services provided.  The Rule does not define “cost” or specify that generally accepted accounting principles should be used.  Arguably cost should be determined in a similar manner for the e-prescribing exception as it is for the EHR exception, which requires the physician to pay 15% of the cost in advance.  See the discussion of cost below in the annotation of this requirement for the EHR exception.

Note
(v)(8) This requirement is consistent with the term “necessary” used in the beginning of  § 411.357(v).  CMS states in the Preamble that “prudent donors may want to make any reasonable inquiries to potential physician recipients and document the communications.” 71 Fed. Reg. 45146.


knowledge of, and does not act in
reckless disregard or deliberate
ignorance of, the fact that the physician
possesses or has obtained items or

services equivalent to those provided by
the donor.



(w) Electronic health records itemsEJ
and services. Nonmonetary
remuneration (consisting of items and
services in rm of software or
informatiort%vology and training
services) necessary and used @
predominantly to create, maintain,
transmit, or receive electronic health
records, if all of the following
conditions are met: @
(1) The items and services are

provided by an entity (as defined at

§ 411.351) to a physician. @
(2) The software is interoperable (as
defined at § 411.351) at the time it is
provided to the physician. For purposes
of this paragraph, software is deemed to
be interoperable if a certifying body
recognized by the Secretary has certified
the software no more than 12 months
prior to the date it is provided to the
physician.

(3) The donor (or any person on the
donor’s behalf) does not take any action
to limit or restrict the use, compatibility
or interoperability of the items or
services with other electronic
prescribing or electronic health records
systems.

(4) Before receipt of the items and
services, the physician pays 15 percent
of the d cost for the items and @
services.he donor (or any party related
to the donor) does not finance the
physician’s payment or loan funds to be
used by the physician to pay for the
items and services.

(5) Neither the physician nor the
physician’s practice (including
employees and staff members) makes
the receipt of items or services, or the
amount or nature of the items or
services, a condition of doing business

with the donor. @
(6) Neither the eligibility of a

physician for the items or services, nor
the amount or nature of the items or
services, is determined in a manner that
directly takes into account the volume
or value of referrals or other business
generated between the parties. For
purposes of this paragraph, the
determination is deemed not to directly
take into account the volume or value of
referrals or other business generated
between the parties if any one of the
following conditions is met:

(i) The determination is based on the
total number of prescriptions written by
the physician (but not the volume or
value of prescriptions dispensed or paid
by the donor or billed to the program);


Note
The first paragraph of § 411.357(w) describes a fairly broad scope of EHR related technology as discussed in the following annotations.  Unlike the e-prescribing exception, the EHR exception does not permit hardware donations.  The only required element of the EHR technology is e-prescribing capability, as described in §411.357(w)(11).  More comprehensive CPOE (computerized physician order entry) software was not required, consistent with the comments CMS received.  71 Fed. Reg. 45153.  

The covered technology for the EHR exception is not limited to EHR software, but includes software or information technology and training services “necessary and used predominantly to create, maintain, transmit or receive” EHRs.  In responding to a comment in the Preamble, CMS indicates that the protection should also encompass technology used to develop, implement, operate, facilitate, produce and supplement EHRs.  71 Fed. Reg. 45151.  An EHR system operated in an ASP (application service provider) model would also be permitted, assuming that the other requirements were met.  71 Fed. Reg. 45152.

The Preamble also states that covered technology for purposes of the EHR exception would exclude the following:  (a) hardware and related operating system software, (b) storage devices, (c) software with core functionality other than EHR (for example, human resources or payroll software), (d) services related to research or marketing, (e) items or services used by a physician primarily to conduct personal business or business unrelated to his or her practice and (f) the provision of staff to physicians or their offices, including staff to convert paper records to an electronic format.  71 Fed. Reg. 45151.  CMS also stated that the Rule does not require the donor to assist with data migration if the physician later decided to switch systems, noting that any staff provided by the donor for such a purpose would not be covered by the Rule.  

As a practical matter, this may mean that physician practices without significant internal information technology resources will need to hire a third party to assist with implementation of an EHR and other technology permitted under the exception, particularly if paper records will be converted to the EHR system.  Outside assistance may also be required for data migration at the end of such an arrangement.

Note
It is also important to review the Preamble regarding the meaning of “used predominantly” in interpreting what software and services are subject to the EHR exception.  In discussing the meaning of the term “predominate”, CMS stated that the “core functionality of the technology must be the creation, maintenance, transmission or receipt of individual patients’ health records.”  71 Fed. Reg. 45151.  

The following are listed in the Preamble as examples of items that would meet the “used predominantly” standard:  (1) interface and translation software, (2) licenses to EHR software, (3) connectivity services (including broadband and wireless internet), (4) clinical support and information services related to patient care, (5) maintenance, (6) secure messaging, (7) training and (8) support services (including help desk access).  Id.

Although noting that the EHR purposes must predominate, the Preamble also states that “protected software packages may also include other software and functionality directly related to the care and treatment of individual patients”, giving as examples software for patient administration, scheduling functions, billing and clinical support.  Id.  CMS also indicated that if the other requirements of the exception were satisfied, patient portal software that enables patients to maintain online personal medical records and schedule appointments would not be excluded by the Rule.  71 Fed. Reg. 45152.


Note
Both the EHR and the e-prescribing exception require the donation to be “necessary” and include another version of this requirement in a specific subsection (see § 411.357(w)(8) of the EHR exception).  

As noted in the e-prescribing annotations above, CMS has indicated that the “necessary” requirement will not be satisfied if the physician already has equivalent items and services.  In the Preamble and in §411.357(w)(8), CMS indicates that if the donor knows “or acts in deliberate ignorance or reckless disregard” of the fact that the physician already has equivalent technology, the exception will not be available.  71 Fed. Reg. 45154.  To avoid this result, CMS states that “prudent donors may want to make reasonable inquiries to potential physician recipients and document the communications.”  Id.  

It is difficult to predict whether contractual representations and warranties will be sufficient to satisfy this requirement.  If they are not, what level of inquiry will be appropriate?  For example, will donors and physicians be expected to compare the functionality of each element of existing and proposed systems to determine if they are equivalent?  It is unlikely that such an examination would be feasible without technical assistance and CMS indicated that it should not be necessary to hire “technical experts” to satisfy this requirement.  Id. 

More helpful language in the Preamble discussion of technical and functional equivalence states that the exception "would not preclude upgrades of items or services that enhance the functionality of the physician’s existing technology, including upgrades that make software more user-friendly or current, nor would it preclude items and services that result in standardization of systems among donors and physicians, provided that the standardization enhances the functionality of the electronic health records system (and any donated software is interoperable)."  Id.

Considerably more latitude may be found in this language because it appears to support the position that non-equivalency could be satisfied by upgrades to provide more “user-friendly” software or to increase standardization rather than new functionality.

Note
(w)(1) The Preamble states that CMS intended to create a bright line rule by defining donors as all entities (defined in 42 C.F.R. § 411.351) that furnish designated health services (DHS).  71 Fed. Reg. 45156.  CMS also noted that it was not necessary to expand the list of protected donors to include organizations that were not subject to the physician self-referral law because they were not furnishing DHS, such as RHIOs, pharmaceutical manufacturers, research entities or health information technology vendors.  71 Fed. Reg. 45157. 

Recipients are defined as physicians, without reference to medical staff membership.  In responding to a comment, CMS stated that the exception would not protect a donation from one group practice to another group practice, but a group practice (as an entity that furnishes DHS) could donate covered technology to any physician.  71 Fed. Reg. 45158.

Note
(w)(2) The software must be interoperable (as defined in 42. C.F.R. §411.351) at the time it is provided to the physician or be “deemed interoperable” when provided.  As discussed in the annotations above regarding the definition of interoperable, it may be difficult to determine if this requirement has been satisfied because many of the terms it uses are themselves not defined.  Timing issues may also be presented in determining when the software is “provided” because the software may be installed many months after the physician and the donor entered into the required agreement. 

A possible shortcut to satisfying the interoperability requirement is the use of software “deemed interoperable”, although this approach is not free from questions and criticism.  The deemed interoperable status means that a certifying body “recognized by the Secretary has certified the software no more than 12 months prior to the date it is provided to the physician.”  42 C.F.R. § 411.357(w)(2). [Emphasis supplied]

Some commentators have criticized the “deemed interoperable” standard on several grounds, including the following:  

(1) although the Certification Commission for Health Information Technology (CCHIT) is expected to be recognized by the Secretary and has already “certified” several EHR products, it has not been recognized as of the date of this publication; 

(2) there are currently very few CCHIT standards that address the difficult concept of interoperability (more are expected in 2007 and 2008); 

(3) donors and recipients who select software “certified” by CCHIT prior to the adoption of detailed interoperability standards may be disappointed in the lack of actual interoperability and may need to spend more later to achieve this functionality; 

(4) vendors initially certified by CCHIT may have an unfair advantage in marketing this status if their software is not as interoperable as software of vendors who later must comply with the more detailed standards; and 

(5) the certification approach may not be as readily available to donors of internally developed systems as it is to commercial software vendors. 

Based on these criticisms, some commentators have questioned whether the EHR software certified by CCHIT before the Rule was published should be viewed as “deemed interoperable.”

Note
(w)(3) The donor is required to not take any action to limit the use, compatibility or interoperability with other providers of e-prescribing services or EHR systems.  This requirement is broader than the similar requirement in the e-prescribing exception due to the interoperability requirement.

Note
(w)(4) The requirement that physicians pay 15% of the donor’s cost of the donated technology is an important element of the EHR exception, but was not a requirement of the e-prescribing exception.

Note
Requiring the physician to pay 15% of the donor’s cost “before receipt” of the software and services means that all costs must be determined in advance.  It may also be interpreted as requiring termination of the services if the physician has not paid its service fees in advance.  Such termination could have a serious impact on patient care if the services in question involved an EHR hosted by the donor or a third party funded substantially by the donor.  To reduce this risk, the donor might require the physician to pay an annual support fee in advance to avoid the possibility that a missed monthly payment could require termination of EHR services.  

The preamble suggests that the cost allocation methodology should be developed contemporaneously with the donation.  71 Fed. Reg. 45161.

Note
The exception requires the physician to pay 15% of the donor’s cost, but it is not phrased as a “minimum” of the donor’s cost.  One provision of the Preamble appears to support the position that the Rule would not allow a higher payment, stating that the Rule “offers protection under this exception only if the physician pays 15 percent of the donor’s cost of technology.”  71 Fed. Reg. 45160. [Emphasis supplied]  

However, requiring physicians to pay more than 15% would seem to reduce the risk of self-referral activity.  In addition there is other language in the Preamble that recognizes that different percentages might be paid.  For example, the Preamble states that 

“a differential in the amount of cost sharing imposed by a donor on different recipients could give rise to an inference that an arrangement is directly related to the volume or value of referrals… rendering the arrangement ineligible for the exception.  In this regard, the basis of the differential should be closely scrutinized.”  71 Fed. Reg. 45161.

This would seem to support the position that more than 15% could be paid, particularly if the higher percentage were applied to all physicians or on some other basis that does not directly take into account the volume or value of referrals to the donor.  

As to the selection of 15%, the Preamble does not indicate exactly why this percentage was adopted but it may have been viewed as consistent with the likelihood of donations at this level.  For example, the Preamble notes a survey conducted by Modern Healthcare found that over 60% of the CEOs surveyed did not think that their organizations would provide more than 20% of the cost necessary to computerize physician offices for clinical information technology.  71 C.F.R. 45165.  Of course, the results of this survey might have been affected by the uncertainty about the Stark issues that the Rule attempts to address.  

The Rule does not address tax issues that may be faced by Section 501(c)(3) organizations that provide technology to physicians for 15% of cost but substantially less than fair market value.  Such donations may raise questions of community benefit, private inurement and private benefit.

Note
The Rule does not define “cost” or refer specifically to various types of cost, such as variable, incremental, “fully loaded”, direct or indirect cost.  The Rule does not require that cost be determined in accordance with GAAP (generally accepted accounting principles) or categorized as operating expenses or capital assets subject to amortization over three to five years.  Nor is there a well-established body of relevant cases or opinions interpreting the term “cost” for purposes of Stark or anti-kickback law.  Judgment will therefore need to be applied in determining which of the many related IT expenditures should be included in determining cost and how they should be allocated to physicians.  

The Preamble provides limited guidance with respect to cost, stating that the parties should use a “reasonable and verifiable” method of cost allocation and strongly recommending “contemporaneous and accurate documentation.”  71 Fed. Reg. 45161.  

However, CMS stressed that cost allocation methods 

“will be scrutinized to ensure that they do not inappropriately shift costs in a manner that provides an excess benefit to the physician recipient or results in the physician effectively paying less than 15% of donor’s true cost of the technology.”  71 Fed. Reg. 45161

Many practical issues may arise with respect to the determination of the donor’s cost, particularly for systems that have been developed internally over many years after significant expense.  For example, if an established hospital based system were now extended to physicians, is it reasonable to include only the incremental cost of the physician training, implementation and use in applying the cost sharing requirement?  

Another approach for donors with expensive legacy systems might be to support their cost allocation by confirming that a physician’s contribution is not less than 15% of the cost of a comparable third party system if such a third party system were acquired for the physician rather than extending the legacy system to them.  

Donors of new systems may be able to address most of the cost allocation issues by entering into contracts that establish license and support fees on a per user basis so it will be clear how much cost is allocated to each additional physician for purposes of calculating the 15% payment.  However, donors in such situations may need to determine whether consultant fees for the vendor selection should be excluded, perhaps on the basis that they are a cost of the donor’s strategic planning and not a cost of the technology ultimately donated to physicians.  

In some instances, the requirement of payment in advance may foreclose the ability to allocate cost based on usage.  For example, the cost of an internal help desk could be charged in advance if it were based on the number of physicians but could not be charged in advance if it depended on the amount of actual usage by individual physicians because usage information would not be available until after the service was provided.

Note
(w)(5) This requirement is one of few that directly addresses the physician’s activities.


Note
(w)(6) The Preamble indicates that the approach taken with respect to selection criteria in the EHR exception is a “deliberate departure from other exceptions” and is based on the unique public policy considerations of electronic health records.  71 Fed. Reg. 45158.  It further cautions that the focus on only direct correlations between free or discounted goods or services and the volume or value of referrals does not change the approach taken in other contexts which focus on both direct and indirect correlations.  Id. 

Of the seven examples of determinations that are deemed to not directly take into account the volume or value of referrals or other business generated, it should be noted that item (vii) is extremely broad, stating that “the determination is made in any reasonable and verifiable manner that does not directly take into account the volume or value of referrals or the business generated between the parties.”  The Preamble also notes that the exception does not require that the technology be provided to all potential recipients contemporaneously, although a staggered rollout should be evaluated on a case-by-case basis.


(ii) The determination is based on the
size of the physician’s medical practice
(for example, total patients, total patient
encounters, or total relative value units);
(iii) The determination is based on the
total number of hours that the physician
practices medicine;



(iv) The determination is based on the
physician’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);

(v) The determination is based on
whether the physician is a member of
the donor’s medical staff, if the donor
has a formal medical staff;

(vi) The determination is based on the
level of uncompensated care provided
by the physician; or

(vii) The determination is made in

any reasonable and verifiable manner
that does not directly take into account
the volume or value of referrals or other
business generated between the parties
(7) The arrangement is set forth in a @
written agreement that—

(i) Is signed by the parties;

(ii) Specifies the items and services
being provided, the donor’s cost of the
items and services, and the amount of
the physician’s contribution; and

(iii) Covers all of the electronic health
records items and services to be
provided by the donor. This
requirement will be met if all separate
agreements between the donor and the
physician (and the donor and any
family members of the physician)
incorporate each other by reference or if
they cross-reference a master list of
agreements that is maintained and
updated centrally and is available for
review by the Secretary upon request.
The master list should be maintained in
a manner that preserves the historical
record of agreements.

(8) The donor does not have actual
knowledge of, and does not act in
reckless disregard or deliberate
ignorance of, the fact that the physician
possesses or has obtained items or
services equivalent to those provided by
the donor.

(9) For items or services that are of the
type that can be used for any patient
without regard to payor status, the
donor does not restrict, or take any
action to limit, the physician’s right or
ability to use the items or services for
any patient.

(10) The items and services do not
include staffing of physician offices and
are not used primarily to conduct
personal business or business unrelated
to the physician’s medical practice. @
(11) The electronic health records
software contains electronic prescribing
capability, either through an electronic


Note
(w)(7) The requirement of a written agreement signed by the parties provides flexibility by allowing the use of separate agreements if they incorporate each other by reference or cross reference a master list of agreements that is (a) maintained and updated centrally, (b) is available for review by the Secretary of DHHS upon request and (c) preserves the historical record of agreements.  In order to satisfy the last element, contracts that amend and restate prior agreements and new master agreements that supersede previous agreements should be carefully drafted to preserve the historical record of previous agreements.  

The documentation requirement does not require that the agreement between donors and physicians be acknowledged or signed by the third party technology vendor, but the Preamble states that such documentation “may be a prudent business practice.”  71 Fed. Reg. 45161.


Note
(w)(8) This requirement is consistent with the term “necessary” used in the beginning of  § 411.357(w).  CMS states in the Preamble that “prudent donors may want to make any reasonable inquiries to potential physician recipients and document the communications.” 71 Fed. Reg. 45146.

Note
(w)(9) This element prohibits action that would limit a physician’s right to use the donated item with any patient if the technology is of a type that could be used without regard to payor status, but it does not require the technology to work with all payors.

Note
(w)(10) This requirement expressly excludes staffing and is consistent to the “used predominantly” standard described above.

Note
(w)(11) The EHR software is required to have e-prescribing “capability”, which may be either a component of the software or the ability to interface with the physician’s existing e-prescribing system.  A broader CPOE (computerized physician order entry) system was not required.


prescribing component or the ability to
interface with the physician’s existing
electronic prescribing system that meets
the applicable standards under
Medicare Part D at the time the items
and services are provided.



(12) The arrangement does not violate @
the anti-kickback statute (section
1128B(b) of the Act), or any Federal or
State law or regulation governing billing
or claims submission.

(13) The transfer of the items or @
services occurs and all conditions in

this paragraph (w) are satisfied on or
before December 31, 2013.

(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare-Hospital
Insurance; and Program No. 93.774,

Medicare-Supplementary Medical Insurance
Program)


Note
(w)(12) This element requires generally that the arrangement does not violate the AKS but it does not expressly require that the arrangement satisfy one of the safe harbors.

Note
(w)(13) The requirement that all items or services be transferred and all conditions be satisfied by December 31, 2013 is intended to be consistent with the President’s April 2004 announced goal of electronic health records for all Americans within ten years.





