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Traps for the Unwary: Federal and State Laws  
Affecting Healthcare Business Transactions
Kim C. Stanger 

  

The Affordable Care Act (ACA) dramatically increased exposure for violations 
by expanding the statutory prohibitions, increasing penalties, and imposing an 

affirmative obligation to repay amounts received in violation of the laws.1

nytime you structure a 
transaction involving 
healthcare providers, 
you must beware federal 
and state statutes unique 

to the healthcare industry, including 
laws prohibiting illegal kickbacks 
or referrals.  Those laws may affect 
any transactions between health care 
providers, including employment or 
service contracts, group compensa-
tion structures, joint ventures, leases 
for space or equipment, professional 
courtesies, free or discounted items 
or services, and virtually any other ex-
change of remuneration.  Violations 
may result in significant administra-
tive, civil and criminal penalties. The 
Affordable Care Act (ACA) dramati-
cally increased exposure for viola-
tions by expanding the statutory 
prohibitions, increasing penalties, 
and imposing an affirmative obliga-
tion to repay amounts received in 
violation of the laws.1 The following 
are some of the more relevant traps 
for the unwary.

Anti-kickback statute (AKS)

The federal AKS prohibits any-
one from knowingly and willfully 
soliciting, offering, receiving, or pay-
ing any form of remuneration to in-
duce referrals for any items or servic-
es for which payment may be made 
by any federal health care program 
unless the transaction is structured 
to fit within a regulatory exception.2 
An AKS violation is a felony pun-
ishable by a $25,000 fine and up to 
five years in prison.3 Thanks to the 
ACA, violation of the AKS is also 
an automatic violation of the federal 
False Claims Act,4 which exposes 
defendants to additional civil penal-

ties of $5,500 to $11,000 per claim, 
treble damages, and private qui tam 
lawsuits.5 The AKS is very broad: 
it applies to any form of remunera-
tion, including kickbacks, items or 
services for which fair market value 
is not paid, business opportunities, 
perks, or anything else of value of-
fered in exchange for referrals.  The 
statute applies if “one purpose” of the 
transaction is to generate improper 
referrals.6 It applies to any persons 
who make or solicit referrals, includ-
ing health care providers, managers, 
program beneficiaries, vendors, and 
even attorneys.7  

Despite its breadth, the AKS 
does have limitations. First, it only 
applies to referrals for items or ser-
vices payable by government health 
care programs such as Medicare or 
Medicaid.8  If the parties to the ar-
rangement do not participate in 
government programs or are not in 
a position to make referrals relating 
to government programs, then the 
statute should not apply. Second, the 
statute does not apply if the trans-
action fits within certain regulatory 
exceptions.9 For example, exceptions 
apply to employment or personal ser-
vices contracts, space or equipment 
leases, investment interests, and cer-

tain other relationships, so long as 
those transactions satisfy specified 
regulatory requirements.10 Third, in-
terested persons who are concerned 
about a transaction may obtain an 
Advisory Opinion from the Office of 
Inspector General (OIG) concerning 
the proposed transaction. Past Advi-
sory Opinions are published on the 
OIG’s website, www.hhh.oig.hhs.
gov/fraud. Although the Advisory 
Opinions are binding only on the 
parties to the specific opinion, they 
do provide guidance for others seek-
ing to structure a similar transaction.

Ethics in patient referrals act (Stark)

The federal Stark law prohibits 
physicians from referring patients 
for certain designated health servic-
es to entities with which the physi-
cian (or a member of the physician’s 
family) has a financial relationship 
unless the transaction fits within a 
regulatory safe harbor.11 Stark also 
prohibits the entity that receives an 
improper referral from billing for 
the items or services rendered per 
the improper referral.12 Unlike the 
AKS, Stark is a civil statute: viola-
tions may result in civil fines ranging 
up to $15,000 per violation and up to 
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Idaho Code § 41-348 prohibits 
paying or accepting payment 

from others to refer claimants to 
healthcare providers, or to  

provide services to a person 
knowing that the person has 
been referred in exchange for 

payment of a fee. 

$100,000 per scheme in addition to 
repayment of amounts received for 
services rendered per improper re-
ferrals.13 Repayments can easily run 
into thousands or millions of dol-
lars. Stark is a strict liability statute; 
it does not require intent, and there 
is no “good faith” compliance.14  

Unlike the AKS, Stark only ap-
plies to financial relationships with 
physicians, i.e., M.D.s, D.O.s, po-
diatrists, dentists, chiropractors, and 
optometrists,15 or with members of 
such physicians’ families; it does 
not apply to transactions with other 
health care providers. Also, unlike 
the AKS, Stark only applies to refer-
rals for certain designated health 
services (DHS), payable by Medicare 
and perhaps Medicaid;16 it does not 
apply to referrals for other items or 
services. If triggered, Stark applies to 
any type of direct or indirect finan-
cial relationship between physicians 
or their family members and a po-
tential provider of DHS, including 
any ownership, investment, or com-
pensation relationship.17 Thus, the 
statute applies to everything from 
ownership or investment interests to 
compensation among group mem-
bers to contracts, leases, joint ven-
tures, waivers, discounts, professional 
courtesies, medical staff benefits, or 
any other transaction in which any-
thing of value is shared between the 
parties. If Stark applies to a financial 
relationship, then the parties must 
either structure the arrangement to 
fit squarely within one of the regu-
latory safe harbors18 or not refer pa-
tients to each other for DHS covered 
by the statute and regulations.

Civil monetary penalties law (Cmp)

The federal CMP prohibits cer-
tain transactions that have the effect 
of increasing utilization or costs to 
federally funded health care pro-

grams or improperly minimizing 
services to beneficiaries.19 For ex-
ample, the CMP prohibits offering 
or providing inducements to a Medi-
care or Medicaid beneficiary that are 
likely to influence the beneficiary 
to order or receive items or services 
payable by federal health care pro-
grams, including free or discounted 
items or services, waivers of copays 
or deductibles, etc.20 This law may 
affect health care provider market-
ing programs as well as contracts or 
payment terms with program ben-
eficiaries.21 The CMP also prohibits 

been excluded from participating in 
federal health care programs.25 Viola-
tions of the CMP may result in ad-
ministrative penalties ranging from 
$2,000 to $50,000 per violation.26

State anti-kickback, self-referral,  
or fee splitting statutes

Many states have their own ver-
sions of anti-kickback or self-referral 
laws that must also be considered. 
State versions vary widely; they may 
or may not parallel federal versions. 
For example, Idaho Code § 41-348 
prohibits paying or accepting pay-
ment from others to refer claimants 
to healthcare providers, or to pro-
vide services to a person knowing 
that the person has been referred in 
exchange for payment of a fee. Viola-
tions may result in fines of $5,000.27 
In addition to anti-kickback statutes, 
most states also prohibit fee splitting 
or giving rebates for referrals, which 
might also apply to some transac-
tions between referral sources.  Ida-
ho Code § 54-1814(8) prohibits phy-
sicians and certain other providers 
from dividing fees or gifts received 
for professional services with any 
person, institution, or corporation 
in exchange for a referral. Violations 
may result in adverse administra-
tive penalties under Idaho’s Medical 
Practices Act.

HIpAA28 privacy and security rules

The HIPAA privacy rules prohib-
it most health care providers, health 
plans (including employee group 
health plans that are administered 
by third parties or have more than 
50 participants), and their “business 
associates”29 from using, disclosing, 
or selling  protected health informa-
tion (PHI) without the patient’s au-
thorization unless certain exceptions 
apply.30 The HIPAA security rule 

hospitals from making payments to 
physicians to induce the physicians 
to reduce or limit services covered by 
Medicare.22  Thus, the CMP usually 
prohibits so-called “gainsharing” pro-
grams in which hospitals split cost-
savings with physicians.23 Finally, the 
CMP prohibits submitting claims 
for federal health care programs 
based on items or services provided 
by persons excluded from health care 
programs.24 As a practical matter, the 
statute prohibits health care provid-
ers from employing or contracting 
with persons or entities who have 



24  The Advocate • January 2016

  

Although the rationale of Worlton seems to have been undermined by 
the changing healthcare industry and intervening legislation,37 the Idaho 

Board of Medicine has periodically used Worlton as a basis for  
threatening physicians who are employed by certain corporations. 

requires covered entities and busi-
ness associates to implement certain 
administrative, technical and physi-
cal safeguards to protect electronic 
PHI.31  HIPAA violations may result 
in fines of $100 to $50,000 per vio-
lation; violations involving “willful 
neglect” are subject to a mandatory 
fine of $10,000 to $50,000 per viola-
tion.32 To make matters worse, cov-
ered entities and business associates 
must voluntarily self-report breaches 
of unsecured PHI to affected indi-
viduals and the government, thereby 
increasing the potential for HIPAA 
sanctions.33  

If you are handling a transaction 
involving covered entities and/or 
their business associates (e.g., servic-
es contracts, sales contracts, practice 
acquisitions, etc.), chances are you 
will need to consider and address 
HIPAA requirements in your trans-
action. Among other things, covered 
entities must execute business asso-
ciate agreements (BAAs) with their 
business associates that require the 
business associate to comply with 
HIPAA conditions; the BAAs them-
selves must contain required terms.34  
Similarly, business associates must 
execute BAAs with their subcontrac-
tors.35  Accordingly, BAAs have be-
come ubiquitous in the healthcare 
industry. They even apply to lawyers 
who receive PHI in the course of 
providing services for clients. Failure 
to properly structure BAAs or other 
PHI-related transactions expose your 
clients — and you — to unanticipat-
ed HIPAA liability.  

Corporate practice of  
medicine doctrine (CpOm)

Some states impose the so-called 
“corporate practice of medicine” 
doctrine by statute or case law, i.e., 
only certain licensed health care 
professionals (e.g., physicians) may 

practice medicine; corporations may 
not employ physicians to practice 
medicine due to the risk that such 
an arrangement would improperly 
influence medical judgment. The 
Idaho Supreme Court recognized 
the CPOM in Worlton v. Davis, a 
case from 1952.36  Although the ra-
tionale of Worlton seems to have 
been undermined by the changing 
healthcare industry and interven-
ing legislation,37 the Idaho Board of 
Medicine has periodically used Worl-
ton as a basis for threatening physi-
cians who are employed by certain 
corporations. Fortunately, however, 
there are statutory exceptions for the 
CPOM, e.g., professional corpora-
tions or employment by hospitals or 
managed care organizations. In Ida-
ho, other entities may circumvent the 
CPOM by structuring transactions as 
independent contractor arrangements 
rather than employment contracts. 
In those states that apply or enforce 
the CPOM, transactions may need to 
be structured around the CPOM, in-
cluding services contracts with phy-
sicians or other healthcare providers.

medicare reimbursement rules

The Centers for Medicare & Med-
icaid Services (CMS) has promul-
gated volumes of rules and manuals 
governing reimbursement for servic-
es provided under federal health care 

programs. The rules govern such 
items as when a health care provid-
er may bill for services provided by 
another entity, supervision required 
for such services, and the location 
in which such services may be per-
formed to be reimbursable. In addi-
tion, the amount of government re-
imbursement may differ depending 
on how the transaction is structured, 
e.g., whether it is provided through 
an arrangement with a hospital or 
by a separate clinic or physician 
practice. The rules concerning reim-
bursement and reassignment should 
be considered in structuring health 
care transactions if the entities in-
tend to bill government programs 
for services or maximize their reim-
bursement under such programs.

Conclusion

The foregoing is only a brief sum-
mary of some of the more significant 
laws and regulations that may affect 
common health care transactions. 
As in all cases, the devil is in the 
details (as well as the Code of Fed-
eral Regulations and CMS Medicare 
Manuals). Attorneys who represent 
healthcare providers should review 
the relevant laws and regulations 
whenever structuring a health care 
transaction, especially if that trans-
action involves potential referral 
sources or implicates federal health 
care programs.
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As in all cases, the devil is in the 
details (as well as the Code of 
Federal Regulations and CMS 

Medicare Manuals). 




