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Heating Up: Federal Sunshine Act Enforcement on 
the Rise
By Heath R. Ingram, Matt Wetzel and Roger A. Cohen

After several years without any 
enforcement, the U.S. Department of 
Justice (“DOJ”) recently penalized 
medical device and life sciences com-

panies for violating the U.S. Provider Payments 
Sunshine Act (“Sunshine Act”).1 The Sunshine 
Act was introduced originally to bring greater 
transparency to payments made by pharmaceu-
tical and medical device companies to physi-
cians and teaching hospitals. The Sunshine 
Act is implemented by the U.S. Centers for 
Medicare and Medicaid Services (“CMS”).

This new level of enforcement follows 
both the 2019 CMS expansion of payment 
categories ((1) “debt forgiveness”; (2) “long-
term medical supply or device loans”; and (3) 
“acquisitions”) and the implementation of 
the 2018 Substance-Disorder Prevention that 
Promotes Opioid Recovery and Treatment for 
Patients and Communities Act (“SUPPORT 
Act”).

The SUPPORT Act, which took effect in 
January 2021, expands the Sunshine Act’s 
definition of “covered recipients” beyond physi-
cians and academic medical centers. With this 
expansion, covered recipients now include:

(1)	 Physician assistants;
(2)	 Nurse practitioners;
(3)	 Clinical nurse specialists;

(4)	 Certified registered nurse anesthetists; and
(5)	 Certified nurse midwives.2

With the expansion of the Sunshine Act’s 
ambit, the government has increased use of com-
panies’ disclosures under the law as an enforce-
ment tool – both enforcing the requirements of the 
Sunshine Act itself but also using the disclosures 
to prove or demonstrate kickbacks. Over the past 
year, the government has reached settlements with 
several medical device manufacturers and distribu-
tors over Sunshine Act claims brought in connec-
tion with Anti-Kickback Statute allegations. Two 
of the three most recently announced settlements 
involve the same physician’s failure to report pay-
ments and benefits received in connection with his 
use of certain medical devices. The third settle-
ment involves expenses paid by a medical device 
manufacturer in connection with a physician’s 
conference. Importantly, the Medical Designs/
Sicage settlement — which involved the use of a 
physician-owned distributorship (“PODs”) –  
predates a recent set of proposed regulatory 
changes; namely, CMS proposed to enhance its 
requirements for companies to disclose as PODs, 
among other areas.

A more in-depth summary of these cases 
is below. Note that these claims, resolved by 
settlement, are allegations only with no deter-
mination of liability.
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Medtronic USA Inc.
According to the DOJ,3 medical 

device manufacturer Medtronic USA 
Inc. (“Medtronic”) paid for social 
events at Carnaval Brazilian Grill 
(“Carnaval”) for the benefit of South 
Dakota neurosurgeon, Wilson Asfora, 
M.D. Knowing that Dr. Asfora’s 
restaurant, Carnaval, was struggling, 
a Medtronic sales representatives 
agreed to host events at Carnaval, 
allegedly in an effort to convince 
Dr. Asfora to use Medtronic’s 
SynchroMed II intrathecal infusion 
pumps.

From 2010 to 2019, Medtronic 
hosted over 130 events at Carnaval, 
paying over $87,000 to the restau-
rant, 74 of these events were held 
after the Sunshine Act was in effect. 
Medtronic sales personnel allegedly 
falsely stated that these events served 
educational purposes, when there 
was little to no discussion surround-
ing Medtronic products during the 
dinners.

Further, Dr. Asfora allegedly per-
sonally selected the guests for these 
events, inviting his friends, partners, 
favored colleagues, and other social 
acquaintances as well as their signifi-
cant others. Medtronic only reported 
the total amount of food and drinks 
that individuals consumed during 
these dinners, but did not report 
the total amount paid to Dr. Asfora 
through Carnaval. The government 
claims that this underreporting 
violated the Sunshine Act and that 
the events themselves amounted to 
kickbacks under the Anti-Kickback 
Statute.

Medtronic paid $1.1 million to 
settle the Sunshine Act claim, as 
well as an additional $8.1 million 
to resolve the related Anti-Kickback 
Statute and False Claims Act 
allegations.4

Medical Designs LLC and 
Sicage LLC

The second Dr. Asfora-related 
settlement involves government 
claims that between 2010 and 2019, 
Dr. Asfora solicited and received 
improper remunerations for using 

spinal devices made by Medical 
Designs LLC (“Medical Designs”) 
and Sicage LLC (“Sicage”). The com-
panies allegedly violated the Sunshine 
Act by their failure to disclose Dr. 
Asfora’s ownership interests in 
Medical Designs and Sicage.

In exchange for using Medical 
Designs and Sicage spinal devices, 
Dr. Asfora allegedly received profit 
distributions from the companies. 
Medical Designs also allegedly 
acted as a distributor for Dr. Asfora, 
reselling other manufacturer’s spinal 
devices to Dr. Asfora and split-
ting the profits with him when he 
used those devices in surgery. The 
government further alleged that 
Dr. Asfora would sometimes use 
these devices to perform medically 
unnecessary procedures and then 
submit false claims to government 
entities.5 Note that this implicates 
the anti-kickback statute concerns 
associated with PODs that the U.S. 
Department of Health and Human 
Services’ Office of Inspector General 
addressed in their March 2013 
Physician-Owned Entities Special 
Fraud Alert.6 The government’s 
case against Dr. Asfora incorporates 
not just these offenses but also the 
above discussed 2020 Medtronic 
Suit.

To settle the matter, Dr. Asfora, 
along with Medical Designs and 
Sicage, agreed to pay $100,000 to 
resolve the Sunshine Act claims and 
an additional $4.4 million to resolve 
the False Claims Act and Anti-
Kickback Statute allegations. Under 
the terms of the settlement agree-
ment, Dr. Asfora, Medical Designs 
and Sicage will each be excluded 
from participating in federal health-
care programs for a period of six 
years.

Medicrea USA Inc.
The third Sunshine Act settle-

ment, brought by the Eastern District 
of Pennsylvania,7 involves claims 
regarding physician entertainment 
expenses paid by Medicrea USA 
Inc. (“Medicrea”), a French medical 
device manufacturer, which markets 

and sells their products in the United 
States.

The government alleges that 
Medicrea provided U.S.-based 
physicians with meals, alcoholic 
beverages, entertainment, and 
travel-related expenses for attend-
ing the Scoliosis Research Society’s 
September 2013 congress in France. 
Medicrea covered the value of 
travel for the physicians as well as 
their family members. Medicrea 
allegedly offered these benefits in 
an attempt to get the physicians to 
purchase Medicrea spinal devices. 
Following this event, and from a 
period between April 2014 and 
March 2018, Medicrea failed to 
report the full value of the benefit 
payments made to the physician 
attendees.

To resolve the Sunshine Act 
claims, Medicrea agreed to pay $1 
million and an additional $1 million 
to resolve the related Anti-Kickback 
Statute and False Claims Act 
allegations.8

Stress Testing Sunshine 
Act Compliance 
Procedures

These recent settlement agree-
ments suggest a trend of increased 
Sunshine Act enforcement by the 
DOJ. They serve as a good reminder 
for healthcare companies to stress 
test their Sunshine Act compliance 
procedures and ensure reporting 
policies comply with Sunshine Act 
requirements.

Below are some helpful tips for 
healthcare companies navigating this 
process below:

•	 Update Your Sunshine Act 
Compliance Policies: Review 
your compliance plan to ensure 
it properly accounts for the new 
Sunshine Act payment categories 
as well as the expanded scope of 
Sunshine Act covered recipients. 
A good compliance plan must 
offer guidelines for accurate and 
timely Sunshine Act reporting. It 
is important that these policies 
are documented to create a paper 
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trail in the event of a government 
investigation.

•	 Set Training and Monitoring 
Procedures: Ensure sales rep-
resentatives are trained on the 
Sunshine Act, Anti-Kickback 
Statute, and False Claims Act. 
Companies can be held liable 
for Sunshine Act violations 
even if, at the time, they did 
not know about the miscon-
duct. In the Medtronic suit, for 
example, Medtronic was held 
liable despite learning of the 
improper payments after the fact 
and penalizing the responsible 
employee. Proper training and 
internal control procedures can 
prevent representative miscon-
duct and force them to verify any 
improper spending on covered 
recipients.

•	 Audit Your Open Payments 
Data: Each of these enforcement 
actions all involve companies 
being penalized for failing to 
report payments that were made 
when the Sunshine Act first came 
into effect. Make sure there are 
no gaps in your reporting records 
and that applicable payments 
to covered recipients, both past 

and present, are being reported 
in a timely and accurate man-
ner. If any improper payments 
are uncovered make sure to 
record the accurate value of such 
payments in the Open Payment 
System. ❂
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