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How Pharma Cos. Can Lessen The Risk Of Gov't Action 

Law360, New York (February 9, 2016, 11:12 AM ET) --  

The Office of Inspector General for the Department of Health and Human Services 
publishes semiannual reports to Congress detailing recoveries from actions against 
pharmaceutical and medical device companies and individuals. [1] These reports 
detail total monies recovered, which typically are in billions of dollars, and also 
highlight specific cases and their underlying facts. The cases are instructive to 
companies looking to avoid being targeted by the government. 
 
For example, a recent report details the outcome of a government action against 
OtisMed Corp. and its CEO Charlie Chi. The report recites that OtisMed, as a result 
of pleading guilty to distributing, with intent to defraud and mislead, adulterated 
medical devices into interstate commerce, agreed to: 

 Pay $34.4 million in fines and $5.1 million in forfeiture; 
 Pay $41.2 million to resolve civil False Claims Act liability; and 
 Be excluded from participation in Medicare, Medicaid and all other federal 

health care programs for 20 years (i.e., was barred from vending to the federal 
government). 

Separately, OtisMed’s CEO Charlie Chi pled guilty to distributing the medical devices despite the U.S. 
Food and Drug Administration rejecting the device’s premarket clearance application.[2] In June 2015, 
Chi was sentenced to two years in prison for his actions, ordered to serve one year of supervised release 
and pay a $75,000 fine.[3] 
 
The OtisMed case (some would call it an outlier example) highlights the significant consequences that 
can result from violating broad health care laws. These consequences can include fines, felony 
convictions, jail time and being barred from vending to the government. Below, we detail actions and 
statutory violations that can make companies and individuals targets of government action. We also 
provide recommended practices that can minimize the risk of companies and individuals being targeted 
by the government. 
 
Off-Label Promotion Under the Federal Food, Drug and Cosmetic Act 
 
For years, the FDA has taken the position that it is a violation of the FDCA for a regulated manufacturer 
to promote an unapproved or off-label use for an FDA-approved product. Such off-label promotion, the 
FDA maintains, misbrands[4] the product. According to the FDA, off-label promotion circumvents the 
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regulatory approval process designed to ensure that medical devices and drugs are safe and effective, 
thereby endangering the public. 
 
The FDA’s position often brings the agency into conflict with the regulated industry that wishes to 
disseminate and inform prescribing physicians about beneficial off-label uses for their products. 
Manufacturers have long cited legitimate reasons for disseminating truthful and nonmisleading off-label 
promotion — for instance, that such promotion helps doctors make informed medical decisions, that 
these informed decisions directly benefit patients and that off-label use is the standard of care for 
treating patients in some instances. Manufacturers have also raised the defense that the FDA’s 
prohibition on truthful and nonmisleading off-label promotion violates their First Amendment 
commercial free speech rights.[5] 
 
Government actions for misbranding and other alleged violations of federal health care laws (e.g., the 
False Claims Act[6] and the Federal Anti-Kickback Statute[7] (AKS)) continue to occur, even though 
prosecutions, convictions and significant fines are publicized in the press. Moreover, the penalties for a 
conviction can be significant. For example, misbranding convictions can result in fines, criminal 
convictions (including felony convictions) and jail time. Both companies and individuals (e.g., corporate 
officers) may be tried and convicted for misbranding violations. Whether truthful and nonmisleading off-
label promotion constitutes misbranding is therefore an important question with far-reaching 
consequences. 
 
Recent cases, including the 2015 Amarin[8] district court decision, have made it clear that at least some 
federal courts side with the regulated industry. For example, the Amarin court held that its “considered 
and firm view is that ... the FDA may not bring [a misbranding] action based on truthful promotional 
speech alone, consistent with the First Amendment.”[9] 
 
A further important development along these lines recently occurred in the ongoing criminal case 
involving a medical device manufacturer and its CEO in U.S.A. v. Vascular Solutions Inc. & Howard C. 
Root.[10] Vascular Solutions and its CEO Howard Root were each charged with four counts of 
adulteration, four counts of misbranding and felony conspiracy to: introduce adulterated medical 
devices into interstate commerce, introduce misbranded medical devices into interstate commerce and 
defraud the United States by concealing the sale of the allegedly adulterated and misbranded medical 
devices.[11] 
 
In the Vascular Solutions proposed jury instructions, the Department of Justice acknowledged[12] that it 
“is also not a crime for a device company or its representatives to give doctors wholly truthful and 
nonmisleading information about the unapproved use of a device.”[13] 
 
While this represents a significant step in the evolution of the U.S. government’s misbranding 
jurisprudence, companies and their corporate officers should approach off-label promotion with caution 
for many reasons: 

 First, holdings like Amarin have limited geographic reach. Amarin is a federal 
district court holding in the Southern District of New York. Should the 
government bring a misbranding case in a different federal district court, that 
district court could come to a different conclusion — i.e., that truthful and 
nonmisleading off-label promotion is not protected by the First Amendment. 

 



 

 

 Second, false and misleading off-label promotion is not afforded a First 
Amendment safe harbor. 

 Third, whether off-label promotion is truthful and nonmisleading will be decided 
on a case-by-case basis by a court that takes into consideration the unique facts 
of the off-label promotion. 

 Fourth, whether something is truthful and nonmisleading can be time 
dependent. Off-label promotion that is presently truthful and nonmisleading 
may become false, misleading or both at some future point. For example, a 
study could publish in a major medical journal that directly refutes the basis for 
the off-label promotion, potentially rendering the off-label promotion false and 
misleading as of the date of the study’s publication. 

 Fifth, it is possible to satisfy one requirement but not the other — e.g., a court 
could find an off-label promotion to be truthful but also misleading. 

Going forward, the FDA may shift its focus toward attempting to prove that off-label promotions are 
misleading. It may be possible for the FDA to make a misleading allegation stick even when the off-label 
promotion is truthful. Exemplary situations include: 

 Failing to disclose that a publication author has a financial interest in a drug, 
device or in a publication, when using the publication for off-label promotion; 

 Neglecting to inform, during the off-label promotion, of any significant risks or 
safety concerns known to the company and relating to the unapproved use; 

 Failing to provide the approved labeling with the off-label promotion; 

 Omitting provision of a comprehensive list discussing contrary authorities to the 
off-label use; or 

 Failing to state, when applicable, that the FDA declined to approve the device 
for the off-label use. 

Companies should take a cautious approach to off-label promotion that minimizes the risk of the FDA 
and DOJ concluding that the off-label promotion is false, misleading or both. Recommended practices 
include: 

 Comprehensive training of all employees in sales and marketing; 

 Implementing standard operating procedures requiring formal review and 
approval of all promotional materials; 

 Establishing a promotional review committee that will be responsible for review 
and approval of all promotional materials; and 

 Strictly adhering to FDA guidance regarding good reprint practices and 
responses to unsolicited requests for information. 



 

 

Sunshine Act 
 
The Physician Payments Sunshine Act of 2010 requires applicable drug and medical device 
manufacturers to report to the government[14] payments and other "transfers of value"[15] that are 
made to physicians[16] and teaching hospitals. Payments or transfers of value worth at least $10, and 
transactions of less than $10 that in-aggregate total $100 or more in a calendar year, are generally 
reportable.[17] Manufacturers may be fined $1,000-$10,000 per unreported payment up to an annual 
maximum of $150,000. If the failure to report is deliberate, however, manufacturers can be fined 
$10,000-$100,000 per incident, up to a maximum penalty of $1 million. 
 
Manufacturers, however, should be aware that complying with Sunshine Act’s reporting requirements 
does not exempt manufacturers from FCA and AKS actions. Because the reported data are publically 
available,[18] the data will be used by competitors and the government to build cases of violations 
under the FCA and AKS. In essence, both the government and competitors will be reviewing the 
information for potential violations of the law (with competitors looking to forward the information to 
the government and requesting an investigation). 
 
Federal Anti-Kickback Statute 
 
The AKS[19] makes it illegal for medical device and pharmaceutical companies to offer or give anything 
of value in exchange for purchasing any product or service that is reimbursed by the federal government 
(e.g., Medicare, Medicaid, Tricare). It is also unlawful for physicians, hospitals and health care 
institutions, to solicit or receive such items of value. The statute is intent-based, requiring that the 
proscribed actions be knowing and willing.[20] AKS is a criminal statute and the penalties for violation 
include felony conviction punishable by imprisonment for up to five years, a fine of up to $25,000, or 
both.[21],[22] 
 
Broadly speaking, to minimize the risk of committing AKS criminal violations, manufacturers should think 
carefully as to whether payments to physicians should be made at all. Before any payments are made, 
manufacturers should: 

 Develop and implement policies and procedures that set forth when a physician 
can and cannot be engaged to render services, and how to ensure any 
engagement and payment will comply with the law; 

 Systematically document that all payments are for services that are needed and 
actually used by the company; and 

 Support and document that payments represent fair market value. 

For medical technology companies, a recommended practice is to adopt and follow the AdvaMed Code 
of Ethics on Interactions with Health Care Professionals.[23] Both member and nonmember companies 
can certify AdvaMed Code adoption. Similarly, it is recommended that pharmaceutical companies adopt 
and implement the Pharmaceutical Research and Manufacturers of America’s Code on Interactions With 
Health Care Professionals.[24] The AdvaMed and PhRMA codes specify procedures and organizational 
structures to be put into place and actions that can and cannot be done when interacting with 
physicians. 
 
Additionally, some states (e.g., Vermont, California, Massachusetts and Nevada) have compliance laws 



 

 

regulating the activities of drug and medical device companies. The AdvaMed and PhRMA codes can be 
helpful in addressing these state law compliance requirements. For example, to fulfill Nevada’s 
requirement that a medical device or pharmaceutical company adopt a marketing code of conduct, 
Nevada Compliance Program Law has permitted medical device and drug manufacturers to adopt the 
AdvaMed or PhRMA code without modification.[25] 
 
False Claims Act 
 
The False Claims Act[26] prohibits knowingly making, or causing to be presented, false or fraudulent 
payment claims to the government. The FCA trebles the government’s actual damages, provides for per 
violation penalties of between $5,500 and $11,000, allows for suspension or debarment from vending to 
the government and permits whistleblower qui tam actions. Individuals and companies can be 
suspended or debarred. Company debarment can result in bankruptcy and liquidation. Debarring an 
individual will effectively ensure that the debarred individual will never work for a drug or medical 
device company that vends to the federal government. 
 
Misbranding can result in FCA violations when drug or medical device claim(s) for an unapproved 
indication are presented to the government. Thus, having proper procedures and organizational 
structures in place to minimize the possibility of a misbranding incident can reduce the risk of an FCA 
violation. Furthermore, companies who elect to disseminate truthful and nonmisleading off-label 
information about their product should consider, however, that such promotion may nevertheless result 
in an FCA violation. For example, DOJ has not come out and said that it will not take action if a company 
disseminates truthful and nonmisleading off-label information. 
 
Conclusion 
 
Drug and medical device manufacturers should act to minimize the risk of violating broad health care 
laws. Manufacturers intending to promote off-label should take steps to ensure that their promotion is, 
and remains over time, truthful and nonmisleading. Proactive steps include strictly adhering to FDA 
guidance regarding good reprint practices and responses to unsolicited requests for information. 
Manufacturers should be aware that otherwise lawful truthful and nonmisleading off-label promotion 
could result in FCA violations, and factor this possibility into their decision to disseminate off-label 
information. 
 
Additionally, manufacturers should note that Sunshine Act data can be used by the government to 
create a road map for building AKS and FCA cases. Competitors can also mine Sunshine Act data. This 
data, in conjunction with information developed from the field, by the sales force and physicians who 
provide data to the competitor, can allow the competitor to anonymously contact the government and 
request an AKS (or FCA) investigation. Also, large payments or cumulative payments to a physician could 
trigger concerns from competitors and the government. 
 
Thus, companies should think long and hard as to whether the payments should be made at all. If such 
payments are deemed desirable, companies should: ensure the payments comply with the law; ensure 
that the payments are for services that are needed and used; and confirm that payments are for fair 
market value. 
 
An ounce of prevention now can prevent a pound of government action later. 
 
—By David Hoffmeister, David Van Goor and Charles Andres, Wilson Sonsini Goodrich & Rosati PC 
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