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Do You Know  
Where Your Docs Are?

I t is no secret that scientific and technologic 
discovery is, and has always been, a fundamen-
tal component of practicing and delivering 
modern health care at an Academic Medical 
Center (AMC). However, with the advent of 
physician-industry fee-for-service relation-

ships, it has become increasingly challenging for AMCs 
to navigate the impending regulatory and reputational 
risks that looms over these relationships without curtail-
ing innovation. For most institutions, especially an AMC 
where teaching and research are part of the mission and 
values of the institution, inadvertent regulatory risk can 
unfold in unchecked or improperly managed conflicts 
of interest (COIs) and conflicts of commitment (COCs) 
that may come about due to employed physicians’ 
relationships with industry entities. 

A COI can be defined as any circumstance in which 
our personal, professional, financial, or other interests 
tied to one relationship diverge from our obligations to 
another relationship. Whereas, a COC may occur when 
our activities pursuant to one relationship compromise 
our ability to meet the obligations of another relation-
ship. The two definitions may sound similar; however, 
the regulatory and reputational risks that arise from 
either type of conflict can present themselves very 
differently. 

From a reputational perspective, advancements in 
technology and increased accessibility to online sources 
have given patients the ability to easily research the 
ties their physicians have with health industry entities. 
The Centers for Medicare & Medicaid Services (CMS) 
developed the Open Payments Database, a “national 
transparency program that collects and publishes 
information about financial relationships between the 
health care industry (i.e., drug and device companies) 
and providers (i.e., physicians and teaching hospitals).”1 

It allows the public to search for physicians and teaching 
hospitals receiving payments and identify ownership 
and investment interests and transactions. This data 

can be used, for example, in medical malpractice cases 
(e.g., patient alleging they were prescribed medications 
detrimental to their health because their physicians had 
a financial interest in the pharmaceutical company). 
In light of the data made available to the public, many 
AMCs are re-evaluating their current policies and 
procedures as they relate to these conflicts to mitigate 
the risk of reputational harm that may come about 
when employed physicians receive payments from 
pharmaceutical companies and device manufacturers. 

When an employed physician of an AMC engages with 
an industry entity to provide services with the expecta-
tion of compensation, that relationship can create a 
COI and a COC, which may expose the individual and 
the AMC to liability under the federal Anti-Kickback 
Statute2 and Physician Self-Referral Law (Stark Law).3 
Health care compliance officers and in-house counsel 
may be asked to assist in developing COI and commit-
ment programs and proposing applicable changes to 
policies and procedures to evaluate and mitigate the 
regulatory risk. When evaluating how an AMC with 
employed physicians should evaluate COIs, it is impera-
tive to understand how these arrangements between 
employed physicians and health care industry entities 
can implicate both the federal Anti-Kickback Statute 
and the Stark Law. 

Federal Anti-Kickback Statute

The federal Anti-Kickback Statute provides criminal 
penalties for anyone who “knowingly and willingly” 
solicits, receives, offers, or pays any remuneration, 
directly or indirectly, in “return for” or “to induce” busi-
ness reimbursable by a federal health care program.4 

Violations of the federal Anti-Kickback Statute can 
also lead to civil liability under the False Claims Act5 
and the imposition of Civil Monetary Penalties.6 To 
reduce exposure for arrangements with minimal risk 
of fraud to the federal government, the Department of 
Health and Human Services Office of Inspector General 
enacted “safe harbors” that exclude certain types of 
arrangements from prosecution under the above noted 
regulations. 

When evaluating physician arrangements with 
pharmaceutical companies or device manufacturers, 
one option to reduce exposure would be to structure 
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the consulting arrangement to meet the “Personal 
Services and Management Contracts” safe harbor.7 
Generally, this safe harbor states that “Remuneration” 
under the federal Anti-Kickback Statute “does not 
include any payment made by a principal to an agent 
as compensation for services of the agent . . . ” if all 
seven standards of the exception are met, summarized 

as follows: (1) the parties signed a written agreement; 
(2) the agreement covers all services provided during 
the term of the agreement and describes the services 
provided; (3) if the agreement is for sporadic or part-

time services, it specifies the exact schedule of services; 
(4) the term of the agreement is at least one year; (5) 
the aggregate compensation under the agreement is 
consistent with fair market value (FMV) and does not 
consider the volume or value or referrals between the 
parties; (6) the agreement does not consider services 
that are inconsistent with state or federal law; and (7) 
the services, aggregated, are commercially reasonable 
for the proposed business purpose.8

Consider the following hypothetical: A physician 
employed by an AMC also receives compensation 
from an industry pharmaceutical company or device 
manufacturer to present on the benefits of that 
pharmaceutical company’s or device manufacturer’s 
product under a consulting contract. The contract may 
not be consistent with the above referenced safe harbor, 
because (1) the compensation is not FMV, or (2) or 
the scope of services is inadequate, or the services are 
not identifiable. To evaluate compensation, one may 
request a justification based on an independent metric 
(e.g., the Association of American Medical Colleges 
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(AAMC) benchmarks) or hire a third-party, indepen-
dent appraiser. The FMV review should consider the 
type of services that the physician is providing—non-
clinical consulting services may require benchmarks 
or adjustments to the FMV rates for clinical or 
administrative services. If the physician is not perform-
ing clinical services, such as a scientific advisory board 
membership or providing scientific opinions on new 
or proposed technologies, the FMV rate for clinical 
services may not apply. In addition, to determine if 
the agreement covers all services provided during the 
term and the services are identifiable, it is important 
to analyze the scope of work and determine if there are 
actual services to be provided. Some consulting agree-
ments may stipulate that “[Consultant] shall provide 
services to [Company] from time to time.” A vague 
statement of services may be evidence of a “token” 
consulting arrangement or an arrangement that would 
not be commercially reasonable but for the physician 
prescribing or purchasing a product. Here, the potential 
COI presents itself in the fact that the physician may 
likewise prescribe or utilize this product or device 
during the course of her employment. Admittedly, the 
physician may have made the decision to prescribe said 
product or device in his medical judgment; however, 
under the one-purpose test,9 one purpose of the 
payment from the pharmaceutical company or device 
manufacturer under the consulting agreement may be 
seen as a payment of remuneration to the physician in 
exchange for business that is payable by a federal health 
care program. Herein lies the potential for liability 
under the federal Anti-Kickback Statute and relatedly, 
Civil Monetary Penalties and False Claims Act liability. 
The fee-for-service relationship between the physician 
and the industry entity not only creates exposure for the 
pharmaceutical company or the device manufacturer, 
as well as the physician, but also for the AMC as the 
medical center is generally the entity completing any 
purchases from industry. 

Under this example, the employed physician that 
receives compensation from the company pursuant to a 
fee-for-service relationship may likewise have influ-
ence over purchasing decisions as an employee of the 
AMC, especially when that physician is in a leadership 
position. As such, that physician may arrange or execute 
a transaction between the industry entity the physician 
consults for and the medical center the physician is 
employed by for the purchase of equipment pursuant 
to an agreement that does not meet the elements of the 
federal Anti-Kickback Statute Equipment Rental Safe 
Harbor10 because the payment under the agreement is 
either based on the value or volume of referrals between 
both entities or the equipment is offered at a large 
discount. If one purpose of the payment or discount 
under the agreement is found to induce the referral or 
business otherwise generated between the parties, the 
COI between the employed physician and the company 
has created the potential for institutional liability. 

Stark Law

Under the same hypothetical, the fee-for-service 
relationship between the employed physician and the 
industry entity may also create a COC that gives rise 
to institutional liability under the Stark Law. Although 
the physician may be employed on a full-time basis and 
thereby compensated for full-time work, it is possible 
that the time commitment under the fee-for-service 
agreement with the industry entity may overlap with 
the physician’s institutional obligations. The Stark Law 
provides that if a physician (or the physician’s immedi-
ate family member) has a “financial relationship” with 
an entity, the physician may not make a referral to the 
entity for the furnishing of “designated health services” 
(DHS)11 for which payment may be made by Medicare 
and the entity may not present a claim for such services 
furnished pursuant to a prohibited referral, unless 
a Stark Law exception applies.12 It is critical to note 
that there is no intent requirement in the Stark Law, 
and one needs only to inadvertently violate the law to 
face liability. In the AMC setting, multiple exceptions 
can be used to pay employed physicians, but a com-
monly used exception is the “Bona Fide Employment 

Relationships” exception.13 This exception requires that 
(1) the employment is for identifiable services; and 
(2) the amount of remuneration is FMV and would be 
commercially reasonable even if no referrals were made 
to the employer.14

AMCs with employed physicians should implement 
policies and procedures that require the AMC to utilize 
offer letters and physician employment or services 
contracts that clearly state the job responsibilities 
(identifiable services), develop criteria to determine 
and justify FMV, consistently reevaluate compensation 
levels to determine that the physicians are not being 
overpaid, and monitor the work effort spent by the 
physician in the course of business.

Under the ongoing example where an employed 
physician enters into a fee-for-service arrangement with 
a pharmaceutical company or device manufacturer, 
it is possible that the physician would be dedicating 
time toward the consulting activities that has already 
been allotted to the physician’s responsibilities as 
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an employee of the medical center. However, the 
compensation the physician receives as an employee of 
the AMC may not change. This may expose the AMC 
to risk. Assume the same ongoing facts, except that the 
physician is highly compensated by the AMC and the 
physician’s compensation has been justified as FMV, 
either by an independent appraiser or by an AAMC 
benchmark. At first glance, it would still appear that the 
physician in the hypothetical would meet the Bona Fide 
Employment Relationships Exception. However, it is 
possible that the fee-for-service arrangement requires a 
time commitment that does not allow the physician to 
fulfill his responsibilities as an employee of the medical 
center.

It is also possible that the AMC may no longer be 
paying FMV. If FMV is based on full-time work and 
the fee-for-service arrangement turns the full-time 
work into part-time work (e.g., a physician who is 
required to work Monday through Friday now performs 
fee-for-service activities for the company Tuesdays and 
Thursdays), the compensation paid to the physician by 
the AMC may no longer be consistent with FMV. As 
such, the financial relationship between the physician 
and the medical center—an entity that furnishes and 
bills Medicare for DHS—may violate the Stark Law 
because the services rendered pursuant to the employ-

ment relationship between the physician and the medi-
cal center may no longer meet an exception. Moreover, 
the compensation may no longer be justified as 
commercially reasonable but for the referrals between 
the physician and the medical center because less time 
and, therefore, fewer services are being rendered by the 
physician for the same amount of compensation. 

How Can Compliance Help?

Compliance officers need only to look at the seven 
elements of an effective compliance program, outlined 
by the Federal Sentencing Guidelines,15 to determine a 
plan to manage and/or prevent COIs and COCs.

1.  Standards of Conduct and Policies and Proce-
dures: Ensure that the AMC’s Code of Conduct 
demonstrates the importance of prioritizing the 
institution’s priorities over personal gain. Create, 
implement, and enforce policies that outline 
how physicians can contract for fee-for-service 
activities in a way that protects both the individual 
and the AMC from regulatory exposure. Policies 
should require complete and accurate disclosures 
of outside interests, and it is advisable to create 
an approval process workflow so that manage-
ment can assess the potential COIs and COCs. 
In the hypothetical of a physician performing 
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fee-for-service work for a company, assume the 
physician is highly compensated by the AMC 
and the AMC has policies on justifying highly 
compensated physicians including requiring 
independent appraisal of FMV and board-level 
approval when compensation is above 75% of the 
AAMC benchmark. These factors would mitigate 
exposure to overpayment concerns if enforced 
consistently. AMCs should also consider including 
language in policy that restricts employed physi-
cians from performing outside activities that either 
are substantially similar to the services provided 
for in the employment agreement or compete with 
the business of the AMC. 

2.  Compliance Officer and Compliance Committee 
Oversight: The compliance officer and leadership 
at the AMC should publicly demonstrate com-
mitment to the policies and procedures in place 
and provide oversight of any approval process the 
institution standardizes. 

3.  Education, Training, Screening, and Communi-
cation: The compliance program should include 
regular training on policies and procedures in a 
variety of settings. Communications should be 
sent regularly, and questions should be encour-
aged and responded to accurately. 

4.  Monitoring and Auditing: The compliance 
program or other auditing function (e.g., Internal 
Audit) should test disclosures submitted by physi-
cians against the CMS Open Payments Database. 
The AMC should respond to any inaccurate or 
incomplete disclosures in accordance with policies 
and procedures and have a plan for evaluating 
physicians with high-value fee-for-service arrange-
ments. Additionally, the compliance program 
should provide for auditing and/or monitoring 
of policies with Stark Law implications, such as 
policies on highly compensated physicians. 

5.  Reporting and Investigating: The compliance 
program should have an easily accessible 
anonymous hotline and investigate all credible 
allegations of any COIs or COCs. Employees at the 
AMC need to feel as though someone is listening if 
they raise a concern, so there should be protocols 
in place for how to timely manage these investiga-
tions.

6.  Enforcement and Disciplinary Guidelines: Policies 
and procedures should include clear disciplinary 
guidelines for violations. The compliance program 
should consider a COI Committee, made up of 
physicians and staff, which should be informed of 
findings of investigations and make recommenda-
tions on disciplinary action. 

7.  Response, Prevention, and Corrective Action: 
Managing COIs and COCs is critical to preventing 
these conflicts from becoming regulatory issues. 
Where a discrepancy exists in disclosures or 
violations of policy, it is critical that management 
provide plans to correct the actions before they 
escalate.

Ultimately, compliance programs should be equipped 
to make recommendations to management on how best 
to manage COIs and COCs as they relate to employed 
physicians. As COIs remain a popular topic to the 
press and to the government, AMCs should review old 
policies and ensure they meet the needs of the “new 
normal”—a heightened look at physicians and their 
outside arrangements. 
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