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Simple Tips to Help Compliance Professionals 
Understand Complex Standards and Improve 
Agreements

By now most hospitals are acutely aware that the 
Offi ce of Inspector General (OIG) has been focus-
ing enforcement to various types of arrangements 

involving physicians due to an enhanced opportunity for 
abuse in this area. Leasing arrangements between hospi-
tals and physicians can be a very complex regulatory and 
enforcement area. There are many areas of risks and vul-
nerabilities associated in light of the regulatory and en-
forcement environment, particularly as it relates to the 
federal anti-kickback statute and Stark laws.

It has become very common now for a qui tam inves-
tigation to be predicated upon allegations of violations 
of the anti-kickback statute. In the last issue of the Jour-
nal of Health Care Compliance, I wrote about medical di-
rector advisory and director agreements. The other type 
of arrangement drawing considerable interest involves 
hospital leasing arrangements with physicians.

When our fi rm performs reviews of such agreements, 
we focus on about a dozen key standards from the anti-
kickback statute and Stark standards that can be used to 
improve leasing agreements. Some of these standards can 
be quite complex in analyzing; however, there are some 
simple tests and tips offered herewith that can be done 
easily by compliance offi cers. It is important to note that 
this article will only touch on a few key issues and should 
not be considered comprehensive on the subject.

In situations in which an entity leases either space or 
equipment to referring physicians or other parties in a 
position to infl uence referrals, the government wants to 
ensure that the arrangement is not designed to create a 
real or implied obligation to refer business in return for 
any type of remuneration. In terms of leasing arrange-
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ments, remuneration could take the form 
of rent payment that falls below fair mar-
ket value (FMV) or the provision of free ser-
vices. As Inspector General, I was respon-
sible for the issuance of a safe harbor regu-
lation to provide guidance on what it would 
deem to be leasing arrangements that com-
ply with the anti-kickback statute. This safe 
harbor requires that the agreement meet 
the following fi ve standards:

There must be a written lease agree-
ment signed by both the physician and 
hospital.
The lease must specify the covered 
premises or equipment.
If access to the space or equipment is for 
periodic intervals, a schedule for the use 
and exact lease payments must be set 
out in advance.
The lease may not be for less than one 
year.
Total amount of payments must be set 
out in advance and based on FMV.
Any deviations from the safe harbor stan-

dards may raise a “red fl ag” to a third-par-
ty reviewer of these arrangements. Strict 
adherence, however, to all fi ve criteria of 
the safe harbor is not always necessary to 
ensure compliance with the anti-kickback 
statute. For example, the following devia-
tions would probably be considered benign 
because they are clearly based on intent 
other than to induce referrals:

Rent and charges for services not fi xed 
in advance but fl uctuate based on an ob-
jective, independent standard unrelated 
to volume of referrals or generation of 
business;
Contracts that contain termination provi-
sions permitting the term to end in less 
than one year, but the termination provi-
sions are based on occurrence of circum-
stances unrelated to business generated 
or result from governmental require-
ments, including those for maintaining 
tax-exempt status of hospital or bonds is-
sued for the hospital.
On the other hand, it is likely that the 

following would be considered indications 

of possible intent to induce referrals:
Equipment and/or offi ce leases are 
based on per-use or per-procedure pay-
ments or percentage of revenues;
Incentive, volume, or performance-
based formulas for payment of personal 
services contracts;
Terms of lease or personal services con-
tracts are not consistent with prudent 
business practices;
FMV of rentals cannot be supported by 
objective appraisals or market standards;
Records maintained on sources of referrals. 
A hospital should not proceed with a 

transaction or arrangement that is indica-
tive of intent to induce referrals. To ignore 
these warning signals could result in en-
forcement actions. 

Of all the issues noted above, the most 
critical factor to be addressed by far is 
FMV. This is a very broad catch-all excep-
tion. It pertains to any compensation re-
sulting from an arrangement between an 
entity and a physician (or an immediate 
family member) or any group of physi-
cians (regardless of whether the group 
meets the defi nition of a group practice) 
for the provision of items or services by 
the physician, family member, or group 
as long as the arrangement is set forth in 
an agreement that meets all of the follow-
ing criteria:

FMV is defi ned as the value of the prop-
erty for general commercial purposes but 
does not permit consideration of proximi-
ty to referral sources in its determination.
When determining FMV, it is critical that 
the hospital not take into account the vol-
ume or value of any referrals or business 
generated between the parties for which 
any part may be payable by Medicare or 
Medicaid.
It is highly advisable for any hospital 
considering leasing space or equipment 
to physicians in a position to refer busi-
ness to evidence FMV.
The Offi ce of Inspector General does not 
describe specifi cally the methods that 
should be employed to establish FMV.

wever, t all five criteeria oof 

tions fro
se a “

m th
red fl

se
he
fla

saf
g” t

fe h
to a

rbo
t

or s
ird-

n-
ar-

ent
fam

ny ait
ily m

d a 
memb

ph
be

it

ierrev

a

ay
ev

da

ou
AA

ard

ut 
AAny
ds 

in 
dy de

may r



Journal of Health Care Compliance — January – February 2008 55

Anti-Kickback Statute

Reprinted from Journal of Health Care Compliance, Volume 10, Number 1, January-February 2008, 
pages 53-55, with permission from CCH and Aspen Publishers, Wolters Kluwer businesses. 

For permission to reprint, e-mail permissions@cch.com.

In order to be credible, FMV should be 
determined by objective standards and 
the determination should be made by an 
independent party able to make such de-
terminations.
Although all this appears very complicat-

ed, it can be reduced to the two key issues 
of charging FMV for the space and that the 
space must be “commercially reasonable.” 
All leases with physicians, who refer busi-
ness to the hospital, should include an eval-
uation addressing FMV and commercially 
reasonable standards.

This may not be as demanding as one 
would think in reading the law and atten-
dant regulations. CMS has recognized the 
imprecision inherent in seeking to ascer-

tain FMV and has stated it intended “to ac-
cept any method that is ‘commercially rea-
sonable’ and provides evidence that the 
compensation is comparable to what is or-
dinarily paid for an item or service in the 
location at issue, by parties in arm’s-length 
transactions who are not in a position to re-
fer to one another.” CMS has noted it also 
would fi nd acceptable an appraisal that the 
parties have received from a qualifi ed inde-
pendent expert.

When developing leasing arrangements 
with potential referral sources both the 
guidance arising from the anti-kickback 
statute and Stark laws should be integrated 
both in the lease agreement itself as well as 
supporting documents.


