
 

Physician-Owned Distributors 

(PODs): A Bad Gamble for Hospitals 
 

 

 

“OIG views PODs as inherently suspect under the anti-kickback 

statute” 
 

Special Fraud Alert: Physician-Owned Entities, Office of Inspector General of the Department of Health and Human 

Services, (March 26, 2013) 

 

*** 

 

PODs “act as a middleman entity that exists to give its physician 

investors the opportunity to profit from the sale and utilization of 

the medical devices they provide to hospitals” 
 

Physician-Owned Distributors: An Overview of Key Issues and Potential Areas for Congressional Oversight, Senate 

Finance Committee Report (June 2011) 

 

*** 

 

PODs “may serve little purpose other than providing physicians 

the opportunity to earn economic benefits in exchange for nothing 

more than ordering medical devices” from their POD 
 

Centers for Medicare & Medicaid Services, 73 Fed. Reg. 23528, 23694 (Apr. 30, 2008) 

 

*** 

 

“You can’t possibly think this is OK. I understand that the docs 

feel squeezed and want to make more money, but they’re racing 

toward a cliff. This can’t possibly hold up” 
 

Tom Scully, former CMS Administrator cited in the Wall Street Journal (“Senators Request Probe of Surgeons,” June 

9, 2011 by John Carreyrou) 
 



Executive Summary 
 

This package summarizes OIG’s recent Special Fraud Alert on Physician-Owned 

Entities (see pages 1-4) and collects the opinions of experienced lawyers and 

journalists about the implications for hospitals dealing with physician-owned distributors 

of implantable medical devices (PODs). 

 

The Special Fraud Alert: 

 Concludes that PODs are “inherently suspect under the anti-kickback statute”; 

 Warns hospitals and ambulatory surgery centers (ASCs) that they are equally at 

risk under the statute when even one purpose of buying from a POD “is to 

maintain or secure referrals from the POD’s physician owners”; 

 Makes clear that there is no such thing as a safe or lawful POD relationship by 

describing as inherently suspect, and indicative of unlawful intent, characteristics 

that exist in all PODs: 

o The POD offers investment interests only or mostly to physicians who are 

expected to use or recommend the POD’s products; 

o The POD exclusively or primarily serves its physician-owners’ patient 

base; 

o In connection with joining the POD, the owners begin primarily or 

exclusively using the POD’s products;  

o By coercion (stating or implying that they will perform surgeries elsewhere) 

or promises (stating or implying that they will perform more surgeries at 

the facility), the physician-owners condition their referrals to 

hospitals/ASCs that purchase the POD’s products; 

o There are a small number of investors, such that the volume of a 

physician’s own referrals correlates to his or her return on investment. 

 

Historically, Special Fraud Alerts have led to increased enforcement activity. Since 1989, 

the OIG has released 14 Special Fraud Alerts. In connection with each alert, the OIG or 

the Department of Justice (DOJ) initiated enforcement actions and penalties for 

activities discussed in the alert (see pages 5-9). Given that the POD Special Fraud Alert 

is more forceful than any prior guidance on physician investments, it seems likely that 

the OIG or DOJ will bring enforcement actions against PODs and the hospitals and 

ASCs that deal with them.  

 

In summary, the consensus of these experienced analysts is that the Special Fraud 

Alert is a serious statement of a new compliance and enforcement focus that strongly 

urges hospitals and ASCs to revisit whether they should take the risk of dealing with a 

POD (see pages 10-37). 
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Special Fraud Alert: Physician-Owned Entities 

March 26, 2013 

I. Introduction 

This Special Fraud Alert addresses physician-owned entities that derive revenue from selling, or 
arranging for the sale of, implantable medical devices ordered by their physician-owners for use 
in procedures the physician-owners perform on their own patients at hospitals or ambulatory 
surgical centers (ASCs). These entities frequently are referred to as physician-owned 
distributorships, or “PODs.”1  The Office of Inspector General (OIG) has issued a number of 
guidance documents on the general subject of physician investments in entities to which they 
refer, including the 1989 Special Fraud Alert on Joint Venture Arrangements2 and various other 
publications. OIG also provided guidance specifically addressing physician investments in 
medical device manufacturers and distributors in an October 6, 2006 letter.3  In that letter, we 
noted “the strong potential for improper inducements between and among the physician 
investors, the entities, device vendors, and device purchasers” and stated that such ventures 
“should be closely scrutinized under the fraud and abuse laws.”4  This Special Fraud Alert 
focuses on the specific attributes and practices of PODs that we believe produce substantial fraud 
and abuse risk and pose dangers to patient safety. 

II. The Anti-Kickback Statute 

One purpose of the anti-kickback statute is to protect patients from inappropriate medical 
referrals or recommendations by health care professionals who may be unduly influenced by 
financial incentives. Section 1128B(b) of the Social Security Act (the Act) makes it a criminal 

1 The physician-owned entities addressed in this Special Fraud Alert are sometimes referred to as “physician-owned 
companies” or by other terminology.  For purposes of this Special Fraud Alert, a “POD” is any physician-owned 
entity that derives revenue from selling, or arranging for the sale of, implantable medical devices and includes 
physician-owned entities that purport to design or manufacture, typically under contractual arrangements, their own 
medical devices or instrumentation.  Although this Special Fraud Alert focuses on PODs that derive revenue from 
selling, or arranging for the sale of, implantable medical devices, the same principles would apply when evaluating 
arrangements involving other types of physician-owned entities. 

2 Special Fraud Alert: Joint Venture Arrangements (August 1989), reprinted at 59 Fed. Reg. 65,372, 65,374 
(Dec. 19, 1994). 

3 Letter from Vicki Robinson, Chief, Industry Guidance Branch, Department of Health and Human Services, OIG, 
Response to Request for Guidance Regarding Certain Physician Investments in the Medical Device Industries (Oct. 
6, 2006). 

4 Id. 
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offense to knowingly and willfully offer, pay, solicit, or receive any remuneration to induce, or 
in return for, referrals of items or services reimbursable by a Federal health care program.  When 
remuneration is paid purposefully to induce or reward referrals of items or services payable by a 
Federal health care program, the anti-kickback statute is violated.  By its terms, the statute 
ascribes criminal liability to parties on both sides of an impermissible “kickback” transaction.  
Violation of the statute constitutes a felony punishable by a maximum fine of $25,000, 
imprisonment up to 5 years, or both.  Conviction will also lead to exclusion from Federal health 
care programs, including Medicare and Medicaid.  OIG may also initiate administrative 
proceedings to exclude persons from the Federal health care programs or to impose civil money 
penalties for fraud, kickbacks, and other prohibited activities under sections 1128(b)(7) and 
1128A(a)(7) of the Act. 

III. Physician-Owned Distributorships 

Longstanding OIG guidance makes clear that the opportunity for a referring physician to earn a 
profit, including through an investment in an entity for which he or she generates business, could 
constitute illegal remuneration under the anti-kickback statute.  The anti-kickback statute is 
violated if even one purpose of the remuneration is to induce such referrals.     

OIG has repeatedly expressed concerns about arrangements that exhibit questionable features 
with regard to the selection and retention of investors, the solicitation of capital contributions, 
and the distribution of profits. Such questionable features may include, but are not limited to:  
(1) selecting investors because they are in a position to generate substantial business for the 
entity, (2) requiring investors who cease practicing in the service area to divest their ownership 
interests, and (3) distributing extraordinary returns on investment compared to the level of risk 
involved. 

PODs that exhibit any of these or other questionable features potentially raise four major 
concerns typically associated with kickbacks—corruption of medical judgment, overutilization, 
increased costs to the Federal health care programs and beneficiaries, and unfair competition.  
This is because the financial incentives PODs offer to their physician-owners may induce the 
physicians both to perform more procedures (or more extensive procedures) than are medically 
necessary and to use the devices the PODs sell in lieu of other, potentially more clinically 
appropriate, devices. We are particularly concerned about the presence of such financial 
incentives in the implantable medical device context because such devices typically are 
“physician preference items,” meaning that both the choice of brand and the type of device may 
be made or strongly influenced by the physician, rather than being controlled by the hospital or 
ASC where the procedure is performed. 

We do not believe that disclosure to a patient of the physician’s financial interest in a POD is 
sufficient to address these concerns.  As we noted in the preamble to the final regulation for the 
safe harbor relating to ASCs:  

…disclosure in and of itself does not provide sufficient assurance against fraud 
and abuse…[because] disclosure of financial interest is often part of a testimonial, 
i.e., a reason why the patient should patronize that facility.  Thus, often patients 
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are not put on guard against the potential conflict of interest, i.e., the possible 
effect of financial considerations on the physician’s medical judgment. 

See 64 Fed. Reg. 63,518, 63,536 (Nov. 19, 1999). Although these statements were made with 
respect to ASCs, the same principles apply in the POD context. 

OIG recognizes that the lawfulness of any particular POD under the anti-kickback statute 
depends on the intent of the parties. Such intent may be evidenced by a POD’s characteristics, 
including the details of its legal structure; its operational safeguards; and the actual conduct of its 
investors, management entities, suppliers, and customers during the implementation phase and 
ongoing operations. Nonetheless, we believe that PODs are inherently suspect under the anti- 
kickback statute. We are particularly concerned when PODs, or their physician-owners, exhibit 
any of the following suspect characteristics: 

•  The size of the investment offered to each physician varies with the expected or actual 
volume or value of devices used by the physician.   

•  Distributions are not made in proportion to ownership interest, or physician-owners pay 
different prices for their ownership interests, because of the expected or actual volume or 
value of devices used by the physicians. 

•  Physician-owners condition their referrals to hospitals or ASCs on their purchase of the 
POD’s devices through coercion or promises, for example, by stating or implying they 
will perform surgeries or refer patients elsewhere if a hospital or an ASC does not 
purchase devices from the POD, by promising or implying they will move surgeries to 
the hospital or ASC if it purchases devices from the POD, or by requiring a hospital or an 
ASC to enter into an exclusive purchase arrangement with the POD. 

•  Physician-owners are required, pressured, or actively encouraged to refer, recommend, or 
arrange for the purchase of the devices sold by the POD or, conversely, are threatened 
with, or experience, negative repercussions (e.g., decreased distributions, required 
divestiture) for failing to use the POD’s devices for their patients. 

•  The POD retains the right to repurchase a physician-owner’s interest for the physician’s 
failure or inability (through relocation, retirement, or otherwise) to refer, recommend, or 
arrange for the purchase of the POD’s devices.  

•  The POD is a shell entity that does not conduct appropriate product evaluations, maintain 
or manage sufficient inventory in its own facility, or employ or otherwise contract with 
personnel necessary for operations. 

•  The POD does not maintain continuous oversight of all distribution functions. 

•  When a hospital or an ASC requires physicians to disclose conflicts of interest, the 
POD’s physician-owners either fail to inform the hospital or ASC of, or actively conceal 
through misrepresentations, their ownership interest in the POD.  

These criteria are not intended to serve as a blueprint for how to structure a lawful POD, as an 
arrangement may not exhibit any of the above suspect characteristics and yet still be found to be 
unlawful. Other characteristics not listed above may increase the risk of fraud and abuse 
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associated with a particular POD or provide evidence of unlawful intent.  For example, a POD 
that exclusively serves its physician-owners’ patient base poses a higher risk of fraud and abuse 
than a POD that sells to hospitals and ASCs on the basis of referrals from nonowner physicians. 

The anti-kickback statute is not a prohibition on the generation of profits; however, PODs that 
generate disproportionately high rates of return for physician-owners may trigger heightened 
scrutiny. Because the investment risk associated with PODs is often minimal, a high rate of 
return increases both the likelihood that one purpose of the arrangement is to enable the 
physician-owners to profit from their ability to dictate the implantable devices to be purchased 
for their patients and the potential that the physician-owner’s medical judgment will be distorted 
by financial incentives. Our concerns are magnified in cases when the physician-owners:  (1) are 
few in number, such that the volume or value of a particular physician-owner’s recommendations 
or referrals closely correlates to that physician-owner’s return on investment, or (2) alter their 
medical practice after or shortly before investing in the POD (for example, by performing more 
surgeries, or more extensive surgeries, or by switching to using their PODs’ devices on an 
exclusive, or nearly exclusive basis). 

We are aware that some PODs purport to design or manufacture their own devices.  OIG does 
not wish to discourage innovation; however, claims—particularly unsubstantiated claims—by 
physician-owners regarding the superiority of devices designed or manufactured by their PODs 
do not disprove unlawful intent. The risk of fraud and abuse is particularly high in 
circumstances when such physicians-owners are the sole (or nearly the sole) users of the devices 
sold or manufactured by their PODs.   

Finally, because the anti-kickback statute ascribes criminal liability to parties on both sides of an 
impermissible “kickback” transaction, hospitals and ASCs that enter into arrangements with 
PODs also may be at risk under the statute.  In evaluating these arrangements, OIG will consider 
whether one purpose underlying a hospital’s or an ASC’s decision to purchase devices from a 
POD is to maintain or secure referrals from the POD’s physician-owners. 

IV. Conclusion 

OIG is concerned about the proliferation of PODs.  This Special Fraud Alert reiterates our 
longstanding position that the opportunity for a referring physician to earn a profit, including 
through an investment in an entity for which he or she generates business, could constitute illegal 
remuneration under the anti-kickback statute.  OIG views PODs as inherently suspect under the 
anti-kickback statute. Should a POD, or an actual or potential physician-owner, continue to have 
questions about the structure of a particular POD arrangement, the OIG Advisory Opinion 
process remains available. Information about the process may be found at:  http://oig.hhs.gov/
faqs/advisory-opinions-faq.asp. 

To report suspected fraud involving physician-owned entities, contact the OIG Hotline at http://
oig.hhs.gov/fraud/report-fraud/index.asp or by phone at 1-800-447-8477 (1-800-HHS- TIPS). 
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OIG Special Fraud Alert on PODs: Soon to Be The Latest in a Long History of Associated 
Enforcement Actions? 

Since the Office of Inspector General (OIG) began issuing Special Fraud Alerts in 1989, it has 
created only fourteen such warnings to industry.  In each case, OIG or Department of Justice (DOJ) 
enforcement proceedings and penalties were associated with the Fraud Alert.  This history should be 
a flashing red light to those who have invested in (for physicians) or who deal with (for hospitals, 
Ambulatory Surgical Centers, and manufacturers) a POD, in light of OIG’s recent Special Fraud Alert 
warning that such dealings are “inherently suspect” under the Anti-Kickback Law. 

Special Fraud Alert Sample Enforcement Actions1 
Joint Venture Arrangements 
August 1989 
Focused on “joint ventures” 
between individuals in referring- 
treating relationships. 

Routine Waiver of Copayments 
or Deductibles  Under Medicare 
Part B 
May 1991 
Warned practitioners and suppliers 
that it is unlawful to routinely waive 
deductible or copayment charges. 

Hospital Incentives to 
Physicians 
May 1992 
Stated that it is unlawful for 
hospitals to provide incentives to 
physicians for referrals, including 
payment of incentives each time a 
referral is made; free or 
significantly discounted office 
space or equipment; and free 
training for physicians’ staff in 
management, CPT coding and 
laboratory techniques. 

• Hanlester (1995): Following years of litigation, the Ninth 
Circuit held that investment interests violated the Anti-
Kickback Law if they were intended to induce referrals, 
and upheld a finding that a partnership that established 
joint venture laboratories with referring physicians and one 
of the promoters violated the Anti-Kickback Law. 
Separately, a company that managed the joint venture 
laboratories agreed to a $1.5 million settlement.i  

• T2 (1994): Provider of infusion therapy and lithotripsy 
agreed to pay a $500,000 penalty and stop establishing 

joint ventures with referring physicians.ii   
• RadiationCare (1994): Company that established 

radiation therapy joint ventures with physician-investors 
paid $2,000,000 to settle claims, and agreed not to 

engage in such relationships with referring physicians.iii  
• National Medical Systems (1995): Durable Medical 

Equipment (DME) supplier agreed to pay $1.5 million to 
settle claims, including that it regularly waived copayments 

and co-insurance deductibles for Medicare patients. iv  
• Advanced Care Associates (1996): Medical equipment 

supplier paid more than $4 million and entered a 3-year 
compliance program to settle allegations that supplier, 
among other things, routinely billed Medicare for 
lymphedema pumps and sleeves for which it never 

collected copayments.v  
• National Medical Enterprises (1994): Specialty hospital 

chain pled guilty and paid $379 million for making unlawful 
payments to physicians, including free or discounted office 
space, income guarantees and money for support 

personnel.vi 
• Baptist Medical Center (1997): Hospital agreed to pay 

$17.5 million to settle claims that it provided kickbacks to 
physicians in the form of a hospital employee to provide 
financial and administrative management services, and 
sham consulting agreements. The physicians were 

sentenced to prison.vii  

1 Examples of enforcement actions are provided for illustrative purposes. Generally, other enforcement actions also addressed the 
issues covered by the Special Fraud Alerts. 
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Special Fraud Alert Sample Enforcement Actions1 
Prescription Drug Marketing 
Schemes 
August 1994 
Addressed improper prescription 
drug marketing schemes where 
physicians, pharmacists, suppliers, 
and/or patients are offered non- 
medical benefits for selecting 
specific prescription drug brands.   

Arrangements for the Provision 
of Clinical Lab Services 
October 1994 
Cautioned against clinical 
laboratories inducing referrals by 
offering or giving anything of value, 
such as 1) providing a phlebotomist 
to perform services not directly 
related to the collection or 
processing of lab specimens; 2) 
performing tests at a composite 
rate below fair market value; and 3) 
waiving the charges to managed 
care patients, if the free services 
benefit the provider. 

Home Health Fraud 
June 1995 
Highlighted fraudulent practices in 
the home health care industry, 
including: 1) submitting claims for 
home health visits that were not 
made or were made to ineligible 
beneficiaries; 2) filing cost reports 
with costs that are not reasonable, 
necessary for the maintenance of 
the health care entity and related to 
patient care; 3) paying or receiving 
kickbacks for Medicare or Medicaid 
referrals; and 4) marketing 
uncovered or unneeded services to 
beneficiaries. 

• Ayerst Laboratories (1993): Drug company paid 
$830,000 to settle claims that it made improper payments 

to physicians for filling out questionnaires on patients 
newly prescribed the company’s drug.viii  

• Hoffman-LaRoche (1994): Drug company agreed to pay 
$450,000 to settle claims that it offered and paid 
physicians for research of minimal value to induce 

physicians to order the company’s drug.ix 
• Miles (1994): Drug company entered a settlement for 

$605,000 regarding allegations it paid pharmacists to 
provide counseling services to patients newly prescribed a 
drug, despite the fact that pharmacists were already 

expected to counsel patients.x 
• SmithKline (1996): Clinical laboratory agreed to pay $325 

million to settle claims, including that it provided physicians 
with standard groups of tests, resulting in claims for non- 
medically necessary tests; referral sources and managed 
care patients with free or discounted tests; and clients with 
on-site phlebotomists and equipment.xi 

• Spectra (1996): Clinical testing laboratory agreed to pay 
$10,154,400 to settle claims that, among other things, the 
laboratory provided kickbacks to induce referrals, such as 
phlebotomists to work in clients’ offices, discounted tests 

at below fair market value, free computers, and free or 
discounted tests for certain parties.xii 

• LifeChem (2000): Specialty laboratory owner agreed to 
pay $486 million to settle claims that it provided illegal 
inducements to dialysis facilities in the form of composite 
rate tests provided below fair market value, free or 

discounted tests for certain patients, and entertainment.xiii 
• First American Health Care (1996): Home health 

provider agreed to pay $255 million to settle allegations 
regarding billing for costs that were not reasonable, 
necessary for the maintenance of the health care entity 

and related to patient care.xiv 
• Olsten (1999): Home health company agreed to pay $51 

million, and its subsidiary pled guilty to conspiracy, mail 
fraud and violating the Anti-Kickback statute and agreed to 
pay $10.08 million to settle civil and criminal allegations, 
which included that the company had billed Medicare for 
unallowable costs such as management fees; and for 

home health visits to ineligible beneficiaries.xv 
• Tender Loving Care (2000): Home health company paid 

$1.4 million to settle allegations that it, among other things, 
included unallowable costs in cost reports, such as 
kickbacks to doctors for referrals, fictitious or excessive 
vehicle mileage expenses, and exaggerated or false lease 

costs for equipment and office supplies.xvi 
• Tenet (2002): Hospital that provided home health services 

agreed to pay $29 million to settle allegations that it had, 
among other things, billed for non-reimbursable costs such 

2 

6



Special Fraud Alert Sample Enforcement Actions1 
as acquisition costs, and for services not rendered.xvii 

Medical Supplies to Nursing 
Facilities 
August 1995 
Identified fraudulent activities in the 
provision and billing of medical 
supplies to nursing facilities, 
including 1) submitting claims for 
non-medically necessary supplies 
and equipment; 2) submitting 
claims for items not provided; 3) 
submitting duplicate bills for 
supplies; and 4) providing 
kickbacks, such as free non-
covered medical products, for 
referrals.  

• Staco (1995): Owner of a medical supply company pled 
guilty, paid $1.9 million in restitution and $5,000 in fines, 
and with his partner agreed to pay $656,000 to settle civil 
claims that his company had “systematically billed 
Medicare for useless and unnecessary items sold to 
nursing home residents.”xviii 

• Aiello (1996): Nursing home owner was sentenced to 11-
18 years in prison, ordered to pay $3.2 million in restitution 
and fined $300,000 for billing Medicare for medical 
supplies that were never ordered or supplied to nursing 
home residents.xix 

Fraud and Abuse in the 
Provision of Services in Nursing 
Facilities 
May 1996 
Warned against fraud in providing 
health care services to nursing 
facility residents, focusing on 
claims for services that were either 
not rendered or not provided as 
claimed, and false claims designed 
to circumvent coverage limitations. 

• Dreyfuss (2000): Physician pled guilty, paid $733,000 in 
fines and restitution, and agreed to pay $2 million to settle 
allegations, including that he billed Medicare and Medicaid 
for services provided to nursing home residents that were 
not provided, were not medically necessary, or were not 
as complex as claimed.xx 

• National Healthcare Corporation (2000):  Nursing home 
operator agreed to pay $27 million to settle claims that 
company inflated Medicare cost reports by, among other 
things, overstating time nursing staff spent with patients 
and billing for therapy provided by personnel who do not 

actually provide therapy.xxi 
Fraud And Abuse In Nursing 
Home Arrangements With 
Hospices 
March 1998 
Warned against arrangements 
between nursing home and 
hospice industries that involve 
inducements to influence a nursing 
home’s hospice selection.  

• Detroit Nursing Home (1998): Owner of nursing homes 
pled guilty to accepting kickbacks from a hospice for 
recommending the hospice to his nursing homes’ staff, 
and agreed to pay restitution, which was predicted to 
possibly exceed $700,000.xxii 

• Kirschenbaum (1999): Former hospice owner agreed to 
pay roughly $22 million to settle civil claims that, among 
other things, the hospice paid nursing homes $10 for every 

new hospice patient.xxiii 
Physician Liability For 
Certifications In The Provision 
Of Medical Equipment And 
Supplies And Home Health 
Services  
January 1999 
Warned physicians against signing 
medical necessity certifications 
knowing they are false or without 
regard for accuracy.  

• Florida Physician (2003): Physician was sentenced to 60 
months in prison and fined $4.1 million for signing 
certificates of medical necessity and issuing unnecessary 
prescriptions without examining the patient in return for 
$100 payments per prescription from a DME company.xxiv 

• Missouri Group of Six (2003): Co-defendants were 
ordered to pay $526,000 restitution, and four were 
sentenced to prison for a scheme in which owners of 
residential care facilities and home health agencies 
referred patients from the residential care facilities to a 
doctor in exchange for a certification that patients were 

homebound and eligible for home health services.xxv 
Rental of Space in Physician 
Offices By Persons or Entities to 

• Tampa Physician (2001): Physician agreed to enter a 5-
year integrity agreement and pay $150,000 to resolve 
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Special Fraud Alert Sample Enforcement Actions1 
Which Physicians Refer 
February 2000 
Described illegal rental practices 
that can arise when physicians rent 
space to persons or entities to 
which the physician-landlords refer.  

Telemarketing By Durable 
Medical Equipment Suppliers 
March 2003 
Warned that it is generally unlawful 
for DME suppliers to make or use a 
third party to make unsolicited calls 
to Medicare beneficiaries regarding 
furnishing covered items.  

Telemarketing by Durable 
Medical Equipment Suppliers 
(updated) 
January 2010 
Clarified the prohibition on 
telemarketing by DME suppliers 
and by third parties on behalf of 
DME suppliers. 

April 2013 

claims that in return for referrals to a clinical laboratory he 
received kickbacks that included space rental payments 
above fair market value.xxvi 

• New Port Richey Physician (2001): Physician agreed to 
pay $70,000 to settle claims that in return for the physician 
received space rental payments above fair market value, 
as well as payments for employee salaries.xxvii 

• Zephyrhills Physician (2001): Physician agreed to pay 
$95,000 to settle claims that the physician received 
kickbacks in the form of space rental payments above fair 
market value in exchange for referrals to a mobile 
diagnostics services.xxviii 

• Girgis and Company (2004): Medicare suppliers pled 
guilty, were sentenced to probation and home detention 
and were excluded from the program for activities which 
included the improper use of telemarketers to call  
Medicare beneficiaries.xxix 

• Matrix, Diabetics (2009): Former owners and officers of a 
DME company agreed to pay $260,000 to settle claims 
arising from the use of telemarketing firms to make 
unsolicited marketing calls to Medicare beneficiaries, and 
the company’s submission of claims for those marketed 
items.xxx 

i Hanlester Network v. Shalala, 51 F.3d 1390 (9th Cir. 1995); Smithkline Lab To Pay Record $1.5-Million 
Fine: Health Care: The Firm Allegedly Violated a Federal Law That Prohibits Payments to Doctors to 
Encourage Referrals of Medicaid and Medicare Patients, Los Angeles Times, Dec. 29, 1989, http://
articles.latimes.com/1989-12-29/business/fi-1231_1_health-care-programs. 
ii Shalala v. T2 Medical, No. 1-94-CV-2549-ODE, 1994 WL 686949 (N.D. Ga. 1994). See also Press 
Release, U.S. Department of Justice, T2 Medical, Inc., Agrees to Pay $500,000 and Discontinue 
Improper Practices in Settlement with Government (Sept. 26, 1994), 
http://www.justice.gov/opa/pr/Pre_96/September94/548.txt.html. 
iii  Shalala v. RadiationCare, No. 1:94-CV-3339-RCF, 1995 U.S. Dist. LEXIS 749 (N. D. Ga. 1995); 
Radiation Care Inc. Agrees to Pay $2 Million to Settle Kickback Allegations, 5 BHLR 1452 (Dec. 23, 1994). 
iv U.S. Department of Justice, Selected Cases (Oct. 27, 1997), http://www.justice.gov/opa/health/hcf2.htm. 
False Billing: Two Providers Pay Close to $2 Million to Settle Billing Fraud Allegations, 4 BHLR 48 D9 
(Dec. 14, 1995).  
v Press Release, U.S. Department of Justice, Medical Supplier Pays U.S. $4 Million to Settle Medicare 
Claims (Jun. 19, 1996); U.S. Department of Justice, Selected Cases (Oct. 27, 1997), 
http://www.justice.gov/opa/health/hcf2.htm. 
vi See NME to Pay $379 Million in Penalties Under Settlement with Federal Agencies, 3 BHLR 27 (Jul. 7, 
1994); Michael Booth, Kickbacks Net Hospital Major Fine, Denver Post (Jun. 30, 1994); Allen R. Myerson, 
Hospital Chain Sets Guilty Plea, N.Y. Times (Jun. 29, 1994); Steven R. Reed, Official of Hospital Chain 
Admits Nationwide Fraud, New Orleans Times Picayune (Jun. 29, 1994). 
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vii See U.S. v. LaHue, 261 F.3d 993 (10th Cir. 2001); Superseding Indictment, U.S. v. Anderson et al., No. 
98-20030-JWL (D. Kan. 1998); Press Release, U.S. Department of Justice, Missouri Hospital Pays U.S. 
$17.5 Million For Medicare Fraud (Sept. 18, 1997). 
viii Settlement Agreement between United States and Ayerst Laboratories, Inc., Jul. 29, 1993 (on file with 
author). See also Press Release, U.S. Department of Justice, New York Lab Pays U.S. $830,000 to 
Settle Medicaid Dispute (Jul. 29, 1993). 
ix Office of Inspector General, Fact Sheet on Settlement Agreement with Hoffman-LaRoche, Inc., New 
Jersey, Sept. 2, 1994. 
x See Assurance of Discontinuance/Assurance of Voluntary Compliance, In the Matter of Miles, Inc.,  para. 
7, Mar. 31, 1994 (on file with author). See also Settlement Agreement Between Miles Inc. and The 
Commonwealth of Massachusetts Department of the Attorney General, Jun. 30, 1994 (on file with 
author); Press Release, Massachusetts Office of the Attorney General, Drug Company Pays $200,000 to 
Settle Kickback Claims (Jun. 30, 1994). 
xiChapter 1820: Clinical Laboratories, in Health Care Program Compliance Guide 208-209 (BNA, 2000).  
xii Id. 
xiii Id. 
xiv Press Release, U.S. Department of Justice, U.S. Recovers $255 Million for Medicare Rip-Off by First 
American Health Care (Oct. 18, 1996). 
xv Press Release, U.S. Department of Justice, Olsten Corporation and a Subsidiary Agree to Pay $61 
Million in Criminal Fines and Civil Damages (Jul. 19, 1999). 
xvi Press Release, U.S. Department of Justice, National Home Health Care Services Firm Pays $1.4 
Million for Medicare Fraud, (Sept. 5, 2000, http://www.justice.gov/opa/pr/2000/September/514civ.htm. 
xvii Press Release, U.S. Department of Justice, Tenet Hospital in Florida Pays U.S. $29 Million to Resolve 
False Claims Act Allegations (Jul. 17, 2002). 
xviii U.S. Department of Justice, Selected Cases (Oct. 27, 1997), 
http://www.justice.gov/opa/health/hcf2.htm. 
xix False Claims: Calif. Nursing Home Operator Sentenced To Prison; Mich. Indictments Announced, 5 
BHLR 4 D19 (Jan. 25, 1996). 
xxPress Release, U.S. Department of Justice, Michigan Physician to Pay U.S. $2 million for Overcharging 
Medicare & Medicaid Health Programs (Dec. 27, 2000).   
xxi Press Release, U.S. Department of Justice, Tennessee-Based National Healthcare Corporation Settles 
Medicare Fraud Case for $27 Million (Dec. 15, 2000), http://www.justice.gov/opa/pr/2000/
December/699civ.htm.  
xxii U.S. Department of Justice, Health Care Fraud Report, Fiscal Year 1998, 
http://www.justice.gov/dag/pubdoc/health98.htm (last visited Apr. 19, 2013). 
xxiii Douglas Frantz, Hospice Boom is Giving Rise to New Fraud, N.Y Times, May 10, 1998, 
http://www.nytimes.com/1998/05/10/us/hospice-boom-is-giving-rise-to-new-
fraud.html?pagewanted=all&src=pm; Matt O’Connor,  Ex-Hospice Owner Oks Fraud-case Deal, Chicago 
Trib., Sept. 24, 1999,  http://articles.chicagotribune.com/1999-09-24/news/9909240211_1_health-care- 
fraud-case-false-billings-fraud-charges.   
xxiv Office of Inspector General, Criminal and Civil Enforcement – February 2003 Criminal Enforcement 
Report, https://oig.hhs.gov/reports-and-
publications/archives/enforcement/criminal/criminal_archive_2003.asp (last visited Apr. 19, 2013). 
xxv Id. 
xxvi Office of Inspector General, Archives - Kickback and Physician Self-Referral, 
https://oig.hhs.gov/reports-and-publications/archives/enforcement/kickback_archive.asp (last visited Apr. 
3, 2013). 
xxvii Id.  
xxviii Id. 
xxix Program Exclusions, 69 Fed. Reg. 55639 (2004); Transcript of Sentencing, United States of America v. 
Diab, No. 02-367-03 (D. D.C. 2004); Transcript of Sentencing, United States of America v. Saleh, No. 02- 
367 (D. D.C. 2004); Transcript of Sentencing, United States of America v. Dimitri A. Girgis, No. 02-367 (D. 
D.C. 2004); Criminal Docket, United States v. Abdelkhalek Elbagdad, No. 00-367 (D.D.C. 2004). 
xxx Office of Inspector General, False and Fraudulent Claims, 
https://oig.hhs.gov/fraud/enforcement/cmp/false_claims.asp (last visited Apr. 3, 2013). 
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March 29, 2013 Vol. XI Issue 12  
Fraud and Abuse  
OIG Calls PODs “Inherently Suspect”   

By William T. Mathias, Sanford V. Teplitzky, and Julie E. Kass, 
Ober|Kaler  

Making its most strongly worded statement to date, the Department of Health and Human Services 
Office of Inspector General (OIG) issued a Special Fraud Alert on Physician-Owned Entities on 
March 26, 2013, calling physician-owned distributors (PODs) “inherently suspect” under the federal 
Anti-Kickback Statute. The OIG describes a number of suspect attributes of PODs and identifies 
additional factors that may magnify its concerns about them. The OIG also states that the Special 
Fraud Alert is “not intended to serve as a blueprint for how to structure a lawful POD, as an 
arrangement may not exhibit any of the … suspect characteristics and yet still be found to be 
unlawful.” Significantly, the OIG warns hospitals and ambulatory surgery centers (ASCs) that they 
may be at risk for purchasing from physician-owned entities in an attempt to maintain or secure 
referrals from physician-owners of PODs. 

The direct and negative tone of the Special Fraud Alert is a departure from the OIG’s prior 
statements on PODs that were both more general and less critical. The OIG cites its 1989 Special 
Fraud Alert on Joint Venture Arrangements as establishing a long-standing concern about physician 
investment in entities to which they refer. The OIG also cites its October 6, 2006, letter as 
recommending close scrutiny of physician investments in medical device manufacturers and 
distributors.  

Although it is well known that the Senate Finance Committee is conducting an ongoing investigation 
into the proliferation of various physician-owned entities, it is less clear whether that effort may have 
pressured the OIG to provide more detailed guidance. Letters were exchanged between the Senate 
Finance Committee, the OIG, and the Centers for Medicare & Medicaid Services (CMS) in 2011. In 
letters to CMS and the OIG, the Senate Finance Committee raised concerns about the adequacy of 
existing guidance on PODs. The OIG responded that it was studying the issue, but expressed 
uncertainty about its ability to issue further guidance given the variability of physician-owned entities. 
As part of its study of PODs, the OIG has requested information from various hospitals regarding 
their relationships with PODs. This Special Fraud Alert appears to have been issued before the OIG 
finalized its review of the responses.  

The Special Fraud Alert defines PODs as any physician-owned entity that derives revenue from 
selling, or arranging for the sale of, implantable medical devices and includes physician-owned 
entities that “purport” to design or manufacture, typically under contractual arrangements, their own 
medical devices or instrumentation. The OIG notes that the guidance applies regardless of whether 
the entity is called a POD, a physician-owned company, or something else. The OIG also notes that 
while the Special Fraud Alert focuses on arrangements involving implantable medical devices 
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because they are typically physician preference items, the same principles apply to other types of 
physician-owned entities.  

The OIG begins its analysis by reiterating its long-standing guidance that the opportunity for a 
referring physician to earn a profit could constitute illegal remuneration under the Anti-Kickback 
Statute. The OIG cites three questionable features of physician-investment arrangements: (1) 
selecting investors because they are in a position to generate substantial business, (2) requiring 
investors who cease practicing in the service area to divest their investment, and (3) distributing 
extraordinary returns compared to the risk.  

In a variety of contexts, the OIG cites to seven concerns that the Anti-Kickback Statute is designed 
to address—namely, additional costs, overutilization, quality of care, access to care, patient’s 
freedom of choice, competition, and professional judgment. In the Special Fraud Alert, the OIG 
warns that PODs raise four of these concerns—corruption of medical judgment, overutilization, 
increased costs to federal healthcare programs, and unfair competition. 

Citing a prior discussion of the limitations of patient disclosure in the context of the ASC safe harbor, 
the OIG warns that disclosure to patients of a physician’s financial interest in a POD is not sufficient 
to protect those patients from the dangers of conflicts of interest. In fact, the OIG raises the concern 
that patient disclosures are often viewed more as a “testimonial,” rather than as a legitimate effort to 
raise the potential conflict of interest issue.  

In stopping short of declaring all PODs unlawful, the OIG acknowledges that the ultimate decision of 
whether a POD violates the Anti-Kickback Statute depends on the intent of the parties. However, the 
OIG identifies eight suspect characteristics it associates with PODs: 

(1) The size of investment offered to physicians varies with expected or actual volume or value of 
referrals. 
(2) Distributions are not in proportion to ownership interests or physicians pay different prices for 
their ownership interests due to the volume or value of devices used by the physician. 
(3) Physician-owners condition referrals to hospitals or ASCs on the purchase and use of devices 
from their POD. The OIG recognizes that such pressure may be explicit or implicit and could include 
exclusive purchase arrangements. 
(4) Physician-owners are required, pressured, or actively encouraged to refer or are punished for 
failing to use their POD’s devices. 
(5) The POD retains the right to repurchase the interest of a physician-owner if the physician is 
unable to refer due to relocation, retirement, or otherwise. 
(6) The POD is a shell and does not conduct appropriate product evaluations, maintain sufficient 
inventory, or employ (or contract with) necessary personnel. 
(7) The POD does not maintain continuous oversight of all distribution functions. 
(8) Physician-owners fail to disclose or conceal their ownership interest in a POD from hospitals and 
ASCs that require conflict-of-interest disclosures. 

According to the OIG, the presence of any of these suspect characteristics is concerning. As noted 
above, the OIG also warns that the suspect characteristics are not meant as a blueprint for 
structuring lawful PODs and that PODs that do not exhibit any of these suspect characteristics may 
still be unlawful.  
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The OIG identifies two situations in which its concerns about PODs may be magnified: (1) where the 
physician-owners are few in number so the volume or value of a physician-owner’s referrals tracks 
the physician-owner’s return on investment and (2) where the physician-owners change their 
behavior either shortly before or after investing in a POD. 

Recognizing that some PODs “purport” to design or manufacture devices, the OIG warns that claims 
of superiority of devices by physician-owners do not necessarily avoid unlawful intent. The OIG is 
especially concerned about unsubstantiated claims about devices. The OIG cautions that the risk is 
particularly high for PODs whose devices are used solely by their physician-owners. 

In an effort to address both sides of POD arrangements and perhaps to create more pressure for 
change, the OIG warns hospitals and ASCs that they also may be at risk for purchasing from 
physician-owned entities, if doing so constitutes an attempt to maintain or secure referrals from the 
physician-owners of the physician-owned entities.  

In light of the negative views expressed by the OIG in the Special Fraud Alert on Physician-Owned 
Entities, arrangements involving PODs should be carefully considered. This review should be 
conducted by the physician-owners of existing PODs, as well as by hospitals and ASCs that 
currently purchase items, particularly implantable medical devices, from PODs.  

As physicians, hospitals, and others re-evaluate existing arrangements, many tough questions will 
be presented. Should physician-owners sell their interest in PODs? Who will buy their interests and 
how will they be valued in light of the OIG’s position? Should (must?) hospitals immediately 
terminate arrangements with PODs? What additional due diligence should hospitals conduct on their 
existing arrangements with PODs? In light of the OIG’s statement that the same analysis may apply 
to other physician-owned entities, should hospitals and ASCs also review their current arrangements 
with such entities? 

Over the years, the OIG has issued numerous Special Fraud Alerts, Special Advisory Bulletins, and 
other industry guidance. This Special Fraud Alert, however, seems to be different in its scope and 
tone. Specifically, it appears to be considerably more negative and evidences, at least in our view, a 
clear signal from the OIG that the structure and operation of PODs, as well as arrangements to 
purchase from PODs, may be subject to significant, and focused, scrutiny going forward. 
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OIG's Alert Has Broad Implications With A Hint Of 
Warning
Law360, New York (April 22, 2013, 12:46 PM ET) -- On March 26, 2013, the Office of the 
Inspector General of the Department of Health and Human Services issued its first special 
fraud alert (found here) in three years. The new alert focuses on physician-owned 
distributorships (PODs), a type of entity that has been the subject of ongoing controversy. 

PODs are physician-owned businesses that distribute and sometimes manufacture medical 
devices. They have come under scrutiny because of the possibility that their physician- 
owners may stand to profit from their own use of devices on patients or from use by 
others whom the physicians are in a position to influence. 

The OIG has previously addressed PODs in a limited-scope 2006 open 
letter (found here), which was issued in response to a request for clarification on the 
legality of PODs by the Advanced Medical Technology Association (AdvaMed). In the letter, 
the OIG stated, “[g]iven the strong potential” for abuse, PODs “should be closely 
scrutinized under the fraud and abuse laws.” 

Nevertheless, OIG declined to give an in-depth analysis of the issues and concerns raised 
by PODs and therefore left uncertainty as to their position under the law. 

In 2011, the U.S. Senate Finance Committee conducted an inquiry into PODs (found 
here), culminating in a June 2011 report that found that although the OIG had expressed 
significant concerns regarding the risk of abuse possible inherent in the POD structure, 
“the lack of any recent or more specific guidance on this topic has allowed these entities to 
flourish.” 

The inquiry prompted a bipartisan group of senators, including Sens. Orrin Hatch, R-Utah, 
Max Baucus, D-Mont., Herb Kohl, D-Wisc., Bob Corker, R-Tenn, and Charles Grassley, R- 
Iowa, to send letters to the Inspector General Daniel Levinson of OIG (letter found here) 
and to Centers for Medicare and Medicaid Services Administrator Donald Berwick (here) on 
June 9, 2011, asking the agencies to issue more specific guidance in this area to prevent 
the possibility of abuse. 

The OIG responded in September, initiating a national review of PODs, of which the special 
fraud alert was the ultimate result. 

The special fraud alert focuses broadly on any POD that “derives revenue from selling, or 
arranging for the sale of, implantable medical devices,” including both PODs that are 
positioned purely as distributors and PODs that “purport to design or manufacture, 
typically under contractual arrangements, their own medical devices or instrumentation.” 

Apart from PODs themselves, the special fraud alert is of direct importance to medical 
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device companies and distributors that have sometimes found themselves at loggerheads 
with PODs and to hospitals and ambulatory surgical centers that have current relationships 
with, or that are courted by, PODs. 

While focused on PODs, the special fraud alert has passages that will be of interest more 
broadly throughout the industry. 

OIG’s Analysis 

The OIG describes PODs as “inherently suspect under the anti-kickback statute” and as 
presenting “four major concerns typically associated with kickbacks — corruption of 
medical judgment, overutilization, increased costs to the Federal health care programs and 
beneficiaries, and unfair competition.” 

Strongly echoing its 1989 special fraud alert (republished in 1994) and 2003 special 
advisory bulletin (found here) on joint ventures, the OIG listed “suspect characteristics” for 
PODs, including whether: 

•

•

•

•

•

•

•

•

•

•

Higher-volume physicians are offered larger investment opportunities 

Physician-owners receive higher returns than nonphysician-owners Physician-

owners are pressured to use or refer the devices sold by the POD A 

nonpracticing physician must tender his or her shares for repurchase 

The POD does not maintain continuous oversight of all distribution functions 

The POD predominantly serves the area in which its physician-owners practice 

Physician-owners conceal their ownership interest in the POD from others 

There are relatively few physician-owners 

Physicians’ practice patterns change shortly after becoming owners 

The primary users of a POD’s products are its owners.

Addressing not only PODs but also their customers, the OIG warns that “because the anti- 
kickback statute ascribes criminal liability to parties on both sides of an impermissible 
‘kickback’ transaction, hospitals and [ambulatory surgical centers] that enter into 
arrangements with PODs also may be at risk under the statute.” 

To that point, the OIG cautions that the risk that “one purpose” behind a hospital’s or 
ASC’s “decision to purchase devices from a POD [may be] to maintain or secure referrals 
from the POD’s physician-owners.” 

AdvaMed applauded the release of the special fraud alert, stating that the OIG’s analysis 
“highlights some of the many problematic characteristic of [PODs] and describes the high 
degree of fraud an abuse risk they present.” 

Applicability beyond PODs and their Customers 

While focusing on PODs, the special fraud alert makes some statements that have broader 
implications in the industry. These statements do not break entirely new ground, but serve 
as reminders of significant OIG positions. Some of the most prominent are noted below. 
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First, and perhaps most conspicuously, the OIG begins its analysis with the statement that 
“[l]ongstanding OIG guidance makes clear that the opportunity for a referring physician to 
earn a profit ... could constitute illegal remuneration under the anti-kickback statute.” The 
opportunity-as-remuneration analysis continues to find expression in OIG analyses and in 
enforcement actions and is an important consideration when assessing relationships with 
referral sources. 

Second, although nominally focused on PODs, the criteria that the OIG lists, together with 
the OIG’s other existing guidance in the area, may come to form part of regulatory 
analyses of a range of joint ventures with referral sources generally. 

Finally, referring back to 1999 commentary, the OIG implies that sunshine, even if a 
strong disinfectant, has its limitations. Specifically, the OIG notes that a physician’s 
disclosure of his or her interest in a POD is insufficient to ameliorate the risks that the OIG 
believes PODs present. 

This comes on the heels of the CMS’ final rule implementing the federal Sunshine 
Law (found here), which clarified that PODs are included within the scope of the 
regulations and which requires PODs to report to the CMS on an annual basis any physician-
ownership interests. 

The special fraud alert carries the flavor of a warning that disclosure of financial 
relationships under the federal Sunshine Law may not suffice to eliminate risks that 
relationships otherwise present and certainly will not foreclose further inquiry. 

--By Michael B. Lampert and Jonathan S. Zucker, Ropes & Gray LLP 

Michael Lampert is a partner in the firm's Boston office. Jonathan Zucker is an associate in 
the New York office. 

The opinions expressed are those of the author and do not necessarily reflect the views of 
the firm, its clients, or Portfolio Media Inc., or any of its or their respective affiliates. This 
article is for general information purposes and is not intended to be and should not be 
taken as legal advice. 
All Content © 2003-2013, Portfolio Media, Inc.
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