
T
he Physician Payments Sunshine Act, a k a Open 
Payments, has created a chasm between the law 
and many healthcare organizations' conflict-of-
interest policies. The Centers for Medicare and 

Medicaid Services (CMS) issued a final rule implementing a 
provision requiring drug and device manufacturers to report 
payments or gifts to physicians and teaching hospitals 
annually. The Act also requires manufacturers and Group 
Purchasing Organizations (GPOs) to report ownership and 
investment interests held by physicians or their immediate 
family members in the entities.

CMS required manufacturers and GPOs to start collecting 
data on August 1, 2013. In March 2014, these groups 
submitted their data collected through the end of 2013 
to CMS. The agency published the initial data on a public 
website on September 30, 2014.

The law is designed to allow anyone to look up payments 
physicians and teaching hospitals are receiving from 
industry vendors. More importantly, this new transparency 
law will provide healthcare prosecutors additional data 
to help them investigate potential Anti-Kickback, Civil 
Monetary Penalty, and False Claims Act cases.

How the Anti-Kickback Statute applies
There are serious consequences if a healthcare provider does 
not mitigate certain types of conflicts of interest. Gifts and 
other potential conflicts of interest can give rise to potential 
criminal liability under the federal Anti-Kickback Statute (AKS), 
which prohibits the payment or receipt of any remuneration 
that is intended to induce the purchasing, leasing or ordering 
of any item or service that may be reimbursed, in whole or in 
part, under a federal healthcare program.

The Affordable Care Act also made it easier for the 
government to pursue criminal liability by lowering the 
intent standard for the government to prove its case. This 
Act made clear that an individual may violate the AKS 
without actual knowledge of or specific intent to violate 
it. Violations of the AKS are punishable by criminal fines 
up to $25,000 per offense and/or five years imprisonment, 
administrative fines and automatic exclusion from the 
Medicare and Medicaid programs.
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The Physician Payments Sunshine Act is a 
new law requiring industry vendors such as 
pharmaceutical and medical device companies 
to report payments to physicians and teaching 
hospitals of $10 or more.

Historically, most conflicts of interest were 
difficult for regulatory agencies to investigate. 
Healthcare auditors now need to be more 
proactive in helping to create controls to 
detect potential conflicts of interest not 
disclosed by employees or business partners. 
Without a proactive approach, healthcare 
organizations can fall short of crossing the 
conflicts chasm.
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How the Civil Monetary Penalty applies
The OIG also can pursue violations of the AKS under a 
provision of the Civil Monetary Penalties law and demand 
$50,000 for each kickback violation, plus treble damages.

To assess administrative penalties, the government need 
only prove the entity or individual acted in “reckless 
disregard.” In the past, the OIG has taken issue with gifts 
of relatively low monetary value. For example, two Florida 
physicians were fined approximately $65,000 and $57,000 
under the Civil Monetary Penalties law for allegedly 
accepting Miami Dolphin football tickets and other 
similar gifts from a durable medical equipment supplier in 
exchange for patient referrals.

Possible False Claims Act violations
Under the False Claims Act, a person or entity is liable for 
treble damages, in addition to penalties up to $11,500, for 
each false claim submitted or caused to be submitted for 
which federal payment was made. Individual states have 
similar False Claims Act laws.

The Affordable Care Act also made it easier for federal 
enforcement agencies to bring AKS actions against 
individuals and entities under the False Claims Act. Now, 
claims that include items or services resulting from an AKS 
violation can constitute a false or fraudulent claim under the 
False Claims Act.

Stark Law implications
The Sunshine Act will also increase public disclosure of 
physician investment and ownership interests in industry 
vendors such as pharmaceutical and medical device 
companies. The Stark Law is a civil strict liability law that 
prohibits a physician from making referrals for certain 
designated health services payable by Medicare to an entity 
with which he or she (or an immediate family member) 
has a financial relationship (ownership, investment or 
compensation) unless an exception is met. Some states also 
have similar state self-referral laws.

Sanctions for violations of the Stark Law can include denial 
of payment, refunds of amounts collected in violation, 

treble damages, civil monetary penalties and exclusion from 
participating in federal healthcare programs.

The Stark Law also regulates gifts and other conflicts 
of interest between hospitals and referring community 
physicians. As large healthcare organizations continue 
to gain market share in a competitive marketplace, 
regulators and competitors may pay more attention to an 
entity’s compliance with the Stark Law. The most common 
exception that arises related to gifts to medical staff is the 
nonmonetary compensation exception.

Auditors should consider verifying 
with applicable physicians that CMS’ 
posted payment data is accurate.

The Stark Law allows hospitals, for 2014, to confer up to $385 
worth of nonmonetary items, services and benefits to each 
referring physician if these conditions are met:

 • The benefit is provided without regard to the volume or 
value of business generated.

 • The physician or his or her practice did not solicit the 
nonmonetary compensation.

 • The arrangement does not violate AKS or any federal 
or state law or regulation governing billing or claims 
submission. Hospitals may also separately provide 
incidental benefits such as meals and parking to medical 
staff when used on the hospital’s campus if certain 
requirements are met under the medical staff incidental 
benefits exception of the Stark Law.

Tips for healthcare auditors
It is important for healthcare entities to consider taking the 
following actions to ensure controls are in place to detect 
and mitigate potential conflicts of interest.
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Actively educate staff about open payments – Applicable 
staff need to be reminded to set up an account on the CMS 
Enterprise Portal, subscribe to Open Payments updates, 
and download the Open Payments for Physicians mobile 
application that can be used to track payments received and 
manage their industry-related payment information.

The most common exception 
that arises related to gifts to 

medical staff is the nonmonetary 
compensation exception.

This is important so organizations and their staffs know 
how to dispute or justify information that could affect their 
reputation, create unnecessary media stories and increase 
government inquiries. When the data is released each year, 
physicians and teaching hospitals will only have 45 days 
to initially review and register any dispute about what was 
reported by an industry vendor to CMS.1

Audit publicly available payment data – Now that CMS has 
posted payments of $10 or more from industry vendors 
to physicians and teaching hospitals, it is imperative that 
internal auditors review the data to ensure there are not any 
material trends or outliers, and to ensure their employees 
have complied with internal policies.

For example, auditors should consider verifying with 
applicable physicians that CMS’ posted payment data is 
accurate. In particular, auditors should focus their review 
on high-dollar payments to ensure the payments complied 
with the institution’s policy. The CMS site can also be used 
proactively to verify there is no conflict. For example, 
an institution can verify a physician does not have any 
inappropriate industry relationships when serving on an 
institution’s pharmacy formulary committee.

Review CMS’ webpage to obtain payment data about your 
organization and staff.2

Compare the employee address list data against the vendor 
address list – A common conflict of interest occurs when an 
employee (or an employee’s close family member) conducts 
business with a healthcare entity outside the scope of their 

1 The CMS links to sign up are https://portal.CMS.gov and CMS.gov/Regulations-
and-Guidance/Legislation/National-Physician-Payment-Transparency-Program/
Contact-Us.html.

2 CMS.gov/Regulations-and-Guidance/Legislation/National-Physician-Payment-
Transparency-Program/.

employment. One way to identify such conflicts is for audit 
and compliance departments to compare addresses in 
active vendor and employee databases.

Analyze procurement utilization reports – Since the 
government will now have a lot more data about healthcare 
entities’ relationships with vendors, enforcement agencies 
may pay increased attention to procurement trends 
that drive clinical decision making. In certain cases, the 
government is likely to compare a healthcare entity’s 
utilization and payment trends with a specific industry 
vendor. Areas of risk may include high-priced physician 
preference items such as certain types of cardiac and 
orthopedic medical devices. It is important for organizations 
to consider verifying with clinician leaders that unusual 
utilization trends are clinically supported. This will help 
ensure those vendors were selected in an appropriate 
manner and the price of the supplies is fair market value.

Update conflict of interest policy and forms – Healthcare 
organizations need to dust off their conflicts of interest 
policies to ensure conformance to the latest regulatory 
guidance. In addition, it is important that healthcare 
organizations’ conflict of interest forms be comprehensive 
enough to identify potential conflicts. With the new 
Sunshine Law, there is no better time to involve all 
stakeholders in obtaining feedback in the conflict of 
interest process and ensure there is a process to validate 
the accuracy of the industry’s vendor payment data that is 
posted publicly.

Involve all stakeholders and validate 
the accuracy of the industry’s vendor 

payment data that is posted publicly.

Review contractual language – Organizations should consider 
requiring vendors to represent and warrant in their contracts 
that the vendor will notify them of any prior or existing 
business relationships with the organization’s employees 
and/or immediate family members. Organizations can 
take this precaution to help identify and mitigate potential 
conflicts of interest and to ensure employees did not unduly 
influence the terms of the contract.

Study compliance helpline trends – An active compliance 
helpline can also help identify potential conflicts of interest. 
The compliance and internal audit departments need 
to collaborate and share applicable data and helpline 
trends to mitigate potential concerns alleged through the 
organization’s outreach process. Educating employees on 
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how to identify potential conflicts of interest on a regular 
basis also can assist in encouraging employees to report 
potential concerns.

Educate employees on how to 
identify potential conflicts of 
interest on a regular basis.

Track nonmonetary compensation to potential referral sources 
– It is common for healthcare auditors to focus on large 
transactions. However, even taking a potential referral source 
(a nonemployed physician) out to dinner or sending them 
a holiday gift can trigger significant liability under the Stark 
Law. It is important for auditors to review any nonmonetary 
compensation provided to nonemployed physicians to ensure 
those gifts comply with the nonmonetary compensation 
exception under the Stark Law.

For example, organizations should create a process that 
requires any nonmonetary payment to a potential referral 

source be reviewed and approved prior to providing the 
nonmonetary compensation to the potential referral source. 
It is common for an organization’s compliance department 
to monitor and approve such payments to ensure 
nonmonetary payment does not exceed the monetary limit 
set by CMS.

If your organization does not already have a policy and 
procedure to track nonmonetary payments to potential 
referral sources, you should create and implement an 
appropriate process.

Conclusion
The scope of conflicts of interest reviews will need to 
expand so healthcare entities can successfully cross 
the conflicts chasm. With greater transparency comes 
greater regulatory scrutiny and enforcement. However, 
with a proactive approach, healthcare entities have the 
opportunity to more easily identify potential conflicts 
and create additional controls to mitigate any potential 
liability. NP

The views expressed in this article are Mr. Radinsky’s own and 
do not necessarily reflect the views of the North Shore-LIJ 
Health System.

Review any nonmonetary compensation provided to nonemployed physicians 
to ensure those gifts comply with the nonmonetary compensation exception.
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