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executive summary
A healthcare organization considering the roll-out of EHR tech-
nology to physicians or other referral sources should prepare 
a careful plan to assure that the expectations of CMS and/or 
the OIG are met. In particular, donation recipient selection cri-
teria and the proper allocation of EHR technology acquisition 
expenses can be complex and fact-specific and prevent one size 
fits all approaches.

Following the issuance of proposed regulations for the 
Medicare and Medicaid incentives for the meaningful 
use of certified electronic health record (EHR) technol-

ogy earlier this year, hospitals and other providers have re-
ceived new and renewed requests from physicians and other 
referral sources to subsidize their transition or upgrade to 
certified EHR technology. Particularly in this context, CIOs 
and other decision-makers within hospital-based organiza-
tions need to make sure that any plan for rolling out EHR 
technology to referral sources is consistent with federal and 
state fraud and abuse laws. 

For hospitals and other providers of Stark-designated 
health services (DHS) to provide the assistance to physi-
cians or physician organizations who refer Medicare pa-
tients to the provider, the assistance, in most cases, must 
be structured to comply with the Stark Law exception for 
the donation of EHRs. Likewise, EHR donations to referral 
sources for Medicare or other federal health care program 
patients must be structured to comply with the federal Anti-
Kickback Statute. To facilitate compliance with both laws, 
the Office of Inspector General (OIG) of the Department of 
Health & Human Services (HHS) adopted an EHR-donation 
safe harbor to the Anti-Kickback Statute that is substan-
tially the same as the Stark Law EHR donation exception 
adopted by the federal Centers for Medicare & Medicaid 
Services (CMS). 

Stark Anti-Kickback Statute requirements
The Stark EHR donation exception and Anti-Kickback Statute 
EHR donation safe harbor identify parties (donors) that may 
donate EHR software, information technology and training 
services, to physicians and other referral sources for items 

and services reimbursed by federal health care programs. The 
Stark exception requires an EHR technology donation by a 
DHS provider to a referring physician to meet the following 
standards:

• The donation must be in the form of software or informa-
tion technology and training and support services necessary 
and used predominantly to create, maintain, transmit, or re-
ceive EHRs (Covered Technology). A donor may not donate 
hardware (such as routers, modems, storage devices and 
software that makes the hardware function), staffing (e.g., to 
migrate data), and items and services to conduct personal 
business or business unrelated to the physician’s medical 
practice.

• The EHR software must have an e-prescribing component 
that meets Medicare Part D standards at the time of dona-
tion.

• The recipient cannot already have items and services 
equivalent to those provided by the donor. 

• Donated software must be interoperable with other EHR 
technology at the time it is provided and the donor cannot 
restrict interoperability. Software is deemed interoperable if 
certified as interoperable by a certifying body recognized by 
the Secretary of HHS no more than 12 months prior to the 
date of the donation to the physician. The Secretary has des-
ignated the Certification Commission for Health Information 
Technology (CCHIT) as the certifying body for this purpose. 
Note that this certification is not the same as the EHR tech-
nology certification required for purposes of demonstrating 
meaningful use of certified EHR technology under the Medi-
care and Medicaid EHR incentive programs.

• The EHR donation recipient must pay 15 percent of the to-
tal cost for the donated Covered Technology before receiving 
the donation. If a donor purchases hardware or other items 
and services from a vendor that are not Covered Technology, 
the recipient must reimburse the donor for 100 percent of the 
cost of the non-Covered Technology. Accordingly, when a do-
nor purchases or licenses both Covered Technology and non-
Covered Technology from a vendor, it should create an item-
ized list of EHR technology assets to be donated and specify 
whether the donor will subsidize up to 85 percent of the cost 
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of each item of Covered Technol-
ogy and allocate 100  percent of 
the cost of non-Covered Tech-
nology to the recipient.

• Neither the physician nor the 
physician’s practice (including 
employees and staff members) 
may make the receipt of items 
or services, or the amount or 
nature of the items or services, a 
condition of doing business with 
the donor.

• The donor cannot limit the 
physician’s right to use the do-
nated EHR technology with any 

patient when the technology can be used for any patient 
without regard to payer status.

• The donor cannot directly take the volume or value of 
referrals or other business between the parties into account 
when determining a physician’s eligibility or the amount or 
nature of a donation. Permissible criteria for selecting dona-
tion recipients under this requirement are discussed below. 

• The donation must be documented in a signed agreement 
that specifies the items and services to be provided and the 
donor’s cost.

• The transfers must be completed and all conditions satis-
fied by December 31, 2013.

The Anti-Kickback Statute safe harbor is essentially identi-
cal to the Stark Law exception aside from the fact that the 
safe harbor addresses donations to referral sources other 
than physicians and physician organizations. 

Covered EHR Technology
While CMS and the OIG did not want to create an exhaus-
tive list of EHR technology that may be donated, the agen-
cies have indicated the following items and services may 
be donated if necessary and used predominately to create, 
maintain, transmit or receive EHRs: interface and trans-
lation software; rights, licenses and intellectual property 
related to EHR software; connectivity services (including 
broadband and wireless internet services); clinical support 
and information services related to patient care (but not 
separate research or marketing support); maintenance ser-
vices; secure messaging; and training and support services.
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Bundled software and functionality
An EHR donation may include up to 85 percent of the cost of 
other software and functionality bundled with the EHR mod-
ule and directly related to the care and treatment of individual 
patients such as patient administration, scheduling functions, 
billing and clinical support software. However, the predominant 
or core functionality of the donated technology must be the cre-
ation, maintenance, transmission, or receipt of patients’ EHRs.

Upgrades and enhancements
The EHR donation must be necessary, but CMS and the OIG 
do not interpret this standard to preclude upgrades that en-
hance functionality or standardize systems among donors 
and recipients. However, the term necessarily does exclude 
donations of technology that the physician already 
possesses. The donation does not satisfy the Stark 
exception or Anti-Kickback Statute safe harbor if 
the donor knows or acts in reckless disregard or 
deliberate ignorance of the fact that the recipient 
possesses equivalent technology. The agencies 
have counseled that donors may want to make 
reasonable inquiries of proposed donation recipi-
ents regarding their existing technology and document such 
communications, but they do not provide guidance concern-
ing the factors (e.g., a comparison of features and functions, 
the technology platform or architecture) that are relevant to 
determining whether the recipient already possesses equiva-
lent EHR technology. 

It seems likely that CMS and the OIG would not consider 
EHR technology that has been certified for purposes of the 
Medicare and Medicaid EHR incentive programs to be equiv-
alent to legacy EHR technology that has not been certified.

Selection of donation recipients
As noted above, the EHR donation exception and safe har-
bor only prohibits the use of recipient selection criteria that 
directly take into account the volume or value of referrals or 
other business generated between the parties. Stated differ-
ently, they permit determinations of eligibility made in any 
reasonable and verifiable manner that does not directly take 
into account the volume or value of referrals or other busi-
ness generated. In an effort to provide bright-line guidance 
on the volume/value standard, the exception and safe harbor 
provide six alternative and non-exclusive criteria that a do-
nor may use that would be deemed not to directly take into 
account the volume or value of business generation:

• The total number of prescriptions written by the physi-

cians (but not the volume or value of prescriptions dispensed 
or paid by the donor or billed to a federal health care pro-
gram);

• The size of the physician’s medical practice, such as total 
patients, total patient encounters or total Medicare relative 
value units, which units are established by the Medicare Phy-
sician Fee Schedule;

• The total number of hours that the physician practices 
medicine;

• The physician’s overall use of automated technology in his 
or her medical practice (without reference to the use of tech-
nology in connection with referrals made to the donor;

• Membership on the donor’s medical staff; or
• The level of uncompensated care provided by the physi-

cian or other permitted recipient.
 Notwithstanding the agencies’ efforts to provide bright-

line guidance for permissible selection criteria for donation 
recipients, the guidance creates some ambiguity. For exam-
ple, it is unclear whether a hospital could stage a roll-out of 
EHR technology to its medical staff beginning with the medi-
cal specialty or department that accounts for the greatest 
utilization of the hospital. There are a number of good busi-
ness, operational, and clinical reasons for a hospital to take 
this approach; however, it is not clear under current guid-
ance whether this approach would be sufficiently indirect to 
qualify for the EHR exception or safe harbor. 

For example, it is unclear whether 
a hospital could stage a roll-out of 
EHR technology to its medical staff 
beginning with the medical specialty 
or department that accounts for the 
greatest utilization of the hospital.
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Independent physician use of EHR technology 
in hospitals
A hospital or other provider may purchase inpatient or ambu-
latory EHR technology for use by employed and independent 
physicians while they provide services to hospital patients in 
hospital-based facilities without charging the physicians for 
the use. This is because the availability of an EHR under these 
limited circumstances is not considered remuneration to the 
physicians and, accordingly, does not implicate either law. 

For example, a hospital may purchase EHR licenses from 
the vendor to permit hospital-based physicians such as an-
esthesiologists, pathologists, radiologists, emergency med-
icine physicians, and hospitalists to use its EHR without 
requiring the physicians to pay 15 percent of the cost of the 
licenses. On the other hand, a hospital’s donation of ambu-
latory EHR technology to an anesthesiology group for the 
group’s office-based pain management practice would be 
remuneration and need to comply with the Stark Law and 
Anti-Kickback Statute. When structuring a donation to a 
group with both a hospital-based and office-based practice, 
it may be necessary to treat physicians in the group differ-
ently based on whether the physician has both an office- 

and hospital-based practice, exclusively a hospital practice 
or exclusively an office practice. 

Physicians analyzing the financial benefit of an election to 
participate in the Medicaid EHR incentive program instead 
of the Medicare program should consider whether an EHR 
donation will reduce their Medicaid incentive payments. 
This is because the Medicaid incentives are reduced by any 
payment to the Medicaid-eligible professional that is from a 
source (other than a state or local government) and directly 
attributable to payment for certified EHR technology or sup-
port services. Under the proposed Medicare EHR incentive 
program regulations, the receipt of donated EHR technology 
will not affect the potential value of Medicare EHR incentive 
payments.
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