
HEALTH CARE LAW UPDATE

T
he OIG’s focus on kickback issues

with medical director agreements

continues to intensify, as most

recently evidenced by its $10 million

settlement with Lincare in May 2006,

and the “Medical Director Guidance”

transmittal issued by CMS late last year.  

These developments continue to

highlight the need for hospitals (i) to be

extremely cautious when entering into

medical director agreements, and (ii) to

institute compliance procedures to

review medical director agreements on

an ongoing basis. 

Below are brief summaries of these

developments, followed by a list of

practical recommendations for hospitals

to reduce their risk of noncompliance in

this growing area of federal enforcement.  

A. CMS Transmittal.  

Towards the end of last year, CMS

issued Transmittal 15, which sets forth in

detail the responsibilities of medical

directors of long-term care facilities.

Although this transmittal specifically

relates to nursing homes, it highlights an

important compliance area that hospitals

should be focusing on in connection with

their medical director arrangements.  

The primary objective of the

transmittal is to ensure high quality

patient care. But, the detailed list of

responsibilities that CMS expects

medical directors to fulfill could be used

by investigators to differentiate between

legitimate, bona fide medical

directorships, with real duties and

responsibilities which are actually

performed and documented, and sham

arrangements designed to reward

referrals and pay kickbacks.

B. Lincare Settlement.  

In May 2006, the OIG entered into a

settlement of alleged Anti-Kickback Law

and Stark Law violations in which

Lincare agreed to enter into a corporate

integrity agreement and pay a civil

monetary penalty of $10 million - -  one

of the largest settlements under the

OIG’s civil monetary penalty authority to

date.  

The focus of the allegations was

payments to physicians in return for

referrals for durable medical equipment

and supplies provided by Lincare.  The

payments were made via various alleged

gifts, as well as payments pursuant to

medical director agreements which the

OIG claimed were disguised kickbacks.  

C. Practical Recommendations.

These developments highlight the

importance for hospitals to implement

measures, on an ongoing basis, to ensure

that their relationships with physicians

do not run afoul of the Stark Law, the

Anti-Kickback Law and the False Claims

Act.  In this regard, hospital executives

and compliance officers should

implement the following practical

compliance recommendations:

1. Written Agreement.  All medical

director arrangements should be

reflected in a written agreement.

2. Legitimate Services.  All medical

director services should be legitimate
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services that are important for the facility to

carry out its clinical functions, and such services

must be actually performed by the physician.  

Medical directors should complete a daily

written log specifying each task performed and

the amount of time spent in the performance of

the task.  As a convenience to the physician, this

can be accomplished through the use of a

dictaphone which is transcribed on a regular

basis.  

3. Fair Market Value.  All payments under

medical director agreements should be

consistent with the fair market value (FMV) of

the services being provided by the physician.  It

is advisable to obtain a written analysis from an

independent third party consultant with expertise

in the health care field to confirm that the

payments are FMV for the services being

provided, or otherwise to document in your file

comparable data that you relied upon to support

the FMV of the compensation.

4. Ongoing Monitoring.  Periodic

monitoring (preferably on an annual basis) of all

medical director arrangements should be

undertaken to ensure that in each case the

medical director is actually providing the

services required and is being paid the

compensation set forth in his or her agreement. 

Hospitals should maintain a database of all

medical director arrangements and implement a

tracking system (preferably automated) to

ensure that each agreement is reviewed

periodically. Each such review should be fully

documented, and should consider:

• Is the physician actually performing all of

the duties set forth in the agreement?  If not,

the payments may not be FMV, and for

quality reasons, you may want to hire a new

medical director.

• Are payments being made in accordance

with the agreement?  Are additional

payments or items of value being provided to

the medical director?  Extra compensation

(direct or indirect) should be avoided.

• Have assumptions changed since the onset of

the medical director arrangement? For

instance, did you agree to pay $2,000 per

month based on the physician spending on

average 10 hours per month, but in fact he or

she only spends 5 hours per month to

perform the necessary services?  

It may be advisable for the consultant who

issued the initial FMV report to re-evaluate the

arrangement based on changed circumstances, to

assess whether the arrangement is still consistent

with FMV, and to issue a written report (or to

supplement the initial report) setting forth

his/her conclusions.

If changes in the services, hours needed or

compensation have changed, prepare an

amendment to the medical director agreement

(or an amended agreement) which is signed by

both parties.

5. Whistleblowers Are on the Rise!  In

today’s health care environment, almost

everyone is aware of the False Claims Act and

the huge potential benefits of being a

whistleblower.  Thus, take the conservative route

- - require that all dealings with physicians,

including medical director arrangements, be

compliant in all respects. Assume that all

employees, whether senior officers and

managers or otherwise, will be ex-employees at

some time in the future and may “blow the

whistle” on improper arrangements for purposes

of their own financial gain.   
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