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On August 8, 2006, the federal agencies charged with enforcing the anti-kickback statute and Stark self-referral law released final regulations protecting the sharing of electronic health record (EHR) technology under such laws.  The new regulations became effective October 10, 2006.


There was a wide consensus in Congress and the Bush administration that the increased use of EHR technology would have a significantly positive effect on both the treatment of patients and the cost of such care.  Recognizing the high cost of acquiring such technology, government regulators issued proposed rules in 2005 to allow certain healthcare entities to donate EHR and e-prescribing technology to other healthcare providers without violating the anti-kickback statute and Stark self-referral law.  

The proposed regulations were widely criticized as being too restrictive in many ways.  The final regulations contain numerous improvements, among them the following:
- Group practices have been added to the list of potential donors of EHR technology as well as hospitals and certain other entities, although pharmaceutical, medical device and durable medical equipment manufacturers are excluded.

- Categories of permitted donated items have been expanded to include software, information technology and training services (but not hardware).


As expected, there are a number of conditions with which the donor of the EHR technology must comply in order to qualify under the new regulations:
- The software must be certified as being interoperable, i.e. the donor cannot limit compatibility of the donated items with other systems and it must be able to network with other computer systems.
- Donors may use selective criteria, but they cannot be directly related to the volume or value of referrals or other business between the parties.

- Items and services may not include staffing the recipient’s office and may not be used for personal business or business unrelated to the recipient’s medical practice.

- The software must include an e-prescribing capability.
- As opposed to capping the value of the donated items or services, the physician must pay 15% of the donor’s cost prior to receipt.

Appropriate selective criteria, not related directly to the volume or value of referrals, include the following:
1.
A donor may choose a recipient based on the total number of prescriptions written by the recipient.
2.
A donor may make a determination based on the size of the recipient's medical practice, including total patient encounters, or total relative value units.

3.
The determination can be based on the total number of hours that the recipient practices medicine.

4.
A donor may consider the recipient's overall use of automated technology in his or her medical practice (without considering the use of technology in connection with referrals to the donor).

5.
A donor may make a determination based on whether the physician is a member of the donor's medical staff.

6.
A donor may consider the level of uncompensated care provided by the recipient as well as the total number of Medicaid patients served by the practice.

7.
The determination can be made in any other reasonable and verifiable manner that does not directly take into account the volume or value of referrals or other business generated between the parties.  


Unlike the simultaneously adopted safe harbor and exception for electronic prescriptions, the EHR regulations will sunset on December 31, 2013.  The government agencies believe that the need for these regulatory exceptions will be reduced as EHR technology becomes standardized and more widely available on a less expensive basis.

If you have any questions about electronic health records regulations, please contact Joshua S. Levine at 914-948-1556 or by email at jlevine@dmlawyers.com.
Joshua S. Levine, Esq. is a partner at the firm of Danziger & Markhoff LLP.  This firm is a business and tax-oriented law firm that has been representing physicians for more than 45 years.
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