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Significant Settlements 2016 

JACQUELINE J. CHAN* 

INTRODUCTION 

Whereas much of this book discusses cases resolved by a court or a jury, this chapter 
highlights some significant settlements between the food and drug industry and the 
U.S. Food and Drug Administration (FDA) in conjunction with the U.S. Department 
of Justice (DOJ) in 2016. FDA and DOJ have far reaching enforcement powers 
including civil penalties and criminal prosecution. As in recent years, many of the 
settlements discussed here arise from DOJ’s substantial use of the False Claims Act 
that imposes liability on persons and companies who defraud governmental programs 
and contracts. Between fiscal years 2009 and 2016, DOJ has recovered $19.3 billion 
in health care fraud claims. After a small dip in recoveries in fiscal year 2015, fiscal 
year 2016 False Claims Act recoveries bounced back to nearly $5 billion, which was 
the third highest annual recovery in False Claims Act history.1 For healthcare fraud 
claims, the largest recoveries ($1.2 billion) came from the drug and medical device 
industry, as discussed further below. 

The 2016 settlements also illustrate DOJ’s commitment to holding individuals 
accountable for corporate wrongdoing in line with the DOJ’s memorandum issued in 
September 2015. Commonly referred to as the “Yates memorandum,” the 
memorandum reinforced DOJ’s “commitment to use the False Claims Act and other 
civil remedies to deter and redress fraud by individuals as well as corporations.”2 

Although uncertainty exists regarding the DOJ’s enforcement direction with the 
change in administration, some believe that DOJ enforcement efforts related to 
healthcare and the food and drug industry will not wane. Accordingly, the below 
settlements may provide useful insight into DOJ’s enforcement priorities and related 
civil and criminal penalties. The settlements discussed are categorized by regulatory 
category: food, medical devices, drugs, and dietary supplements and listed in 
alphabetical order. 

 

FOOD 

Food safety was at the forefront of DOJ’s settlements with food companies in 2016, 
which included the largest fine ever paid in a food safety case with an $8 million 
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criminal fine plus a $3.2 million asset forfeiture.3 As stated by the Department of 
Justice’s then Principal Deputy Assistant Attorney General Benjamin Mizer, “Our 
food safety work is fundamental to our consumer protection mission, because no 
product plays a more vital role in the lives of every single American . . . food safety is 
a priority for the Justice Department. Our role in protecting consumer safety is at its 
apex when consumers can least protect themselves.”4 As FDA continues to implement 
the Food Safety Modernization Act, DOJ’s focus on food safety is likely to continue. 

In line with the 2015 Yates memorandum, the 2016 settlements also highlight 
DOJ’s intention to bring actions against both companies and individuals. For example, 
DOJ settled a criminal fraud action against two cheese companies and a cheese 
company executive.5 The cheese companies pled guilty to conspiring to introduce 
misbranded and adulterated cheese products into interstate commerce and the 
executive pled guilty as a “responsible corporate officer” to a count of aiding and 
abetting the introduction of adulterated and misbranded cheese products into interstate 
commerce. 

 
This section highlights some of the key settlements from the food industry. 

ConAgra Grocery Products LLC—Largest Fine for Food Safety 
Case6 

In December 2016, ConAgra Grocery Products LLC, a subsidiary of ConAgra 
Foods Inc., pled guilty to a criminal misdemeanor charge alleging the shipment of 
contaminated peanut butter linked to a 2006-2007 nationwide outbreak of salmonella 
poisoning. ConAgra Grocery Products was sentenced to pay an $8 million criminal 
fine and forfeit an additional $3.2 million in assets, which is the largest fine ever paid 
in a food safety case. 

As background, in February 2007, FDA and the Centers for Disease Control and 
Prevention (CDC) announced that an ongoing outbreak of salmonellosis cases could 
be traced to Peter Pan and private label peanut butter produced and shipped from 
ConAgra Grocery Products’ peanut butter plant. CDC identified more than 700 cases 
of salmonellosis with no deaths linked to the outbreak with illness onset dates 
beginning in August 2006. 

ConAgra Grocery Products voluntarily terminated production at the plant and 
recalled all peanut butter manufactured there since January 2004. ConAgra Grocery 
Products admitted in the plea agreement that samples obtained after the recall showed 
that peanut butter made at its plant on nine different dates between August 2006 and 
January 2007 were contaminated with salmonella. Environmental testing conducted 
after the recall identified the same strain of salmonella in at least nine locations 
throughout the plant. ConAgra Grocery Products also admitted that it had previously 

 
3 Press Release, DOJ, Conagra Subsidiary Sentenced in Connection with Outbreak of Salmonella 

Poisoning Related to Peanut Butter (Dec. 13, 2016). 

4 Press Release, DOJ, Principal Deputy Assistant Attorney General Benjamin C. Mizer Delivers 
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5 Press Release, FDA, FDA resolves criminal and civil actions against cheese manufacturer (March 
3, 2016). 

6 Press Release, DOJ, Conagra Subsidiary Sentenced in Connection with Outbreak of Salmonella 
Poisoning Related to Peanut Butter (Dec. 13, 2016). 
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been aware of some risk of salmonella contamination having found salmonella in 
samples of finished peanut butter on two occasions in October 2004. The company 
also admitted that employees charged with analyzing finished product tests failed to 
detect salmonella in the peanut butter and that it was unaware that some of the 
employees did not know how to properly interpret the results. The company made 
efforts to address risks related to salmonella contamination, but did not fully correct 
the conditions until after the 2006-2007 outbreak. After the 2007 recall, the company 
stated that it believed that moisture entered the production process, which enabled the 
growth of salmonella present in the raw peanuts or peanut dust. 

According to DOJ, ConAgra Grocery Products has since made “significant 
upgrades” to the plant to address the conditions identified as potential factors that 
could contribute to salmonella contamination and instituted new and enhanced safety 
protocols and procedures. 

Roos Foods7 

Roos Foods, Inc., a Delaware-based cheese manufacturer, was the subject of both 
criminal and civil actions brought by FDA and DOJ. In January 2016, Roos Foods and 
its two co-owners entered into a civil consent decree of permanent injunction 
prohibiting the company and the owners from producing and distributing food unless 
FDA confirms that their operations comply with the Federal Food, Drug, and Cosmetic 
Act (FDCA) and all applicable food safety regulations. In March 2016, a federal judge 
accepted Roos Foods’ guilty plea to one criminal misdemeanor count of violating the 
FDCA by introducing adulterated food into interstate commerce and sentenced the 
company to pay a $100,000 fine. 

As background, in February 2014, CDC reported eight people (five adults and three 
newborns) were infected with Listeria monocytogenes (L. mono) after having eaten 
soft or semi-soft cheeses. The L. mono was isolated from cheese manufactured by 
Roos Foods. FDA subsequently inspected Roos Foods’ facility and established that 
the products were adulterated. FDA found numerous failures to implement effective 
monitoring and sanitation controls in accordance with cGMPs, including (1) leaks in 
the manufacturing area resulting in water leaking into the cheese processing equipment 
and storage tanks, (2) standing water on the floor throughout the cheese curd 
processing room in proximity to the cheese vats and in the storage rooms, (3) rust 
flakes on the manufacturing equipment precluding effective cleaning and sanitizing, 
(4) deteriorated and uncleanable surfaces on walls, floors, and ceilings, (5) openings 
to milk storage tanks and transfer piping were not capped to prevent contaminants 
from entering or contaminating food contact surfaces, and (6) product residue on 
equipment that had been purportedly cleaned. FDA collected environmental samples 
and found L. mono on 12 surfaces in the facility. In response, in March 2014, FDA 
suspended Roos Foods’ food facility registration, which halted Roos Foods’ 
manufacture and distribution of food. 

The consent order places rigorous requirements on Roos Foods should it wish to 
resume its food operations. These requirements include: (1) retaining an independent 
laboratory to regularly collect samples and analyze them for the presence of Listeria, 

 
7 Press Release, FDA, FDA resolves criminal and civil actions against cheese manufacturer (March 

3, 2016); Press Release, DOJ, Delaware Cheese Company Pleads Guilty to Food Adulteration Charge 
(March 3, 2016); Press Release, DOJ, Delaware Cheese Company Agrees to Plead Guilty to Food 
Adulteration Charge, Signs Consent Decree (Jan. 22, 2016). 
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(2) retain an independent sanitation expert to inspect the facility and determine 
whether the controls conform with the FDCA, (3) work with the sanitation expert and 
laboratory to develop a written Listeria monitoring program including employee 
training program and environmental monitoring and testing, (4) provide reports to 
FDA regarding actions taken to bring the operations into compliance with the FDCA, 
and (5) destroy all in-process and finished articles of food. 

Universal Cheese & Drying, Inc. and International Packing, 
LLC8 

In a fraud criminal action, in February 2016, Universal Cheese & Drying, Inc. and 
International Packing, LLC pled guilty to one count each of conspiring to introduce 
misbranded and adulterated cheese products into interstate commerce and to commit 
money laundering. The companies also agreed to forfeit $500,000 each to the United 
States and were sentenced to 36 months’ probation. A Castle Cheese Company 
executive also pled guilty as a responsible corporate officer to one misdemeanor count 
of aiding and abetting the introduction of adulterated and misbranded cheese products 
into interstate commerce in violation of the FDCA. The executive was sentenced to 
three years’ probation, a $5,000 fine, and 200 hours of community service. 

In conjunction with FDA’s Office of Criminal Investigations and the Internal 
Revenue Service’s Criminal Investigation, DOJ initiated the criminal action against 
the two cheese companies and the company executive. Unlike the food safety actions, 
DOJ did not find that the adulterated products posed a threat to the health or safety of 
consumers. Instead, the action was based in fraud. According to the criminal 
information, the corporate defendants had packaged and sold cheese under different 
labels at the Castle Cheese facility in Pennsylvania, which was then distributed 
through retail, food service, and wholesale customers. The defendants were aware that 
their cheese products did not conform to FDA standards of identity for real parmesan 
and romano cheese, but represented to customers that the products contained 100 
percent real parmesan and romano cheese. The defendants were also aware that the 
cheese products were misbranded because they bore labels that did not accurately 
reflect the products’ ingredients. The defendants also likely knew that the cheese 
products were adulterated because certain ingredients had been substituted or omitted 
and other ingredients added. The defendants then used proceeds from the sale of the 
cheese products to continue manufacturing and packaging cheese. 

Representative Civil Settlements 

In 2016, FDA and DOJ entered into several consent orders related to food safety 
allegations. The consent decrees of permanent injunction prohibited the companies 
and, in some cases, certain company personnel, from manufacturing and/or 
distributing food products until it demonstrated that its facilities and processing 
equipment were suitable to prevent contamination. The consent orders largely required 
the company to retain an independent expert to develop a pathogen control program, 
retain an independent laboratory to conduct analyses of both the environment and food 
products, provide employee training on sanitary food handling techniques, and provide 

 
8 Press Release, DOJ, Slippery Rock Cheese Companies Sentenced for Selling Adulterated Products 

(Jan. 20, 2017); Press Release, DOJ, Castle Cheese Company Executive Michelle Myrter Sentenced in 
Adulterated Cheese Case (Oct. 11, 2016); Press Release, DOJ, Court Accepts Pleas in Adulterated and 
Misbranded Cheese Cases (Feb. 26, 2016) 
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FDA with advance notice of its intention to resume operations. Below are examples 
of the consent orders: 

Henry’s Farms9 

A Virginia soybean and sprouts company entered in a consent decree of permanent 
injunction for multiple violations of the FDCA. FDA in conjunction with the Virginia 
Department of Agriculture and Consumer Services and Virginia Rapid Response 
Team conducted multiple inspections and collected environmental, in-process, and 
finished sprout product samples. Several of the samples testing positive for Listeria 
monocytogenes. The inspections also showed unsanitary conditions, including a 
persistent rodent infestation and dirty food processing equipment. No illnesses had 
been reported in connection to Henry’s Farm. 

Kwong Tung Foods, Inc.10  

A Minnesota sprout and noodle company, its president, and vice president entered 
into a consent decree of permanent injunction for significant and ongoing violations 
of the FDCA related to unsanitary conditions. FDA inspections revealed repeated 
unsanitary conditions including rodent excreta pellets, improper cleaning, mold-like 
substances on equipment, failure to prevent cross-contamination from allergens, and 
improper employee sanitation practices. Prior to entering the consent order, Kwong 
Tung Foods received a FDA warning letter and worked with both FDA and the 
Minnesota Department of Agriculture to address these issues, but still failed to take 
adequate corrective actions. No illnesses had been reported in connection with Kwong 
Tung Foods. 

Native American Enterprises, LLC11  

A Kansas food manufacturer, its part-owner, and its product manager entered into 
a consent decree of permanent injunction for repeated and ongoing violations of the 
FDCA related to unsanitary conditions. FDA inspections of the company’s food 
processing facility found continued unsanitary conditions, including unsanitary 
employee practices and persistent strains of Listeria Monocytogenes. Despite having 
received a FDA warning letter, the company did not adequately change its practices. 
No illnesses had been reported in connection with Native American Enterprises. 

 

MEDICAL DEVICES 

In 2016, DOJ continued its focus on combating health care fraud and protecting the 
health and safety of patients through civil and criminal actions against medical device 
companies and those companies’ executives. Several of these medical device 

 
9 Press Release, FDA, FDA and DOJ take action against Virginia soybean business for selling 

contaminated sprouts (March 3, 2016). 

10 Press Release, FDA, Federal court orders Minnesota sprout and noodle company to cease 
operations due to unsanitary conditions (July 19, 2016); Press Release, DOJ, District Court Enters 
Permanent Injunction Against Minnesota Food Manufacturer and Company’s Managers to Prevent 
Distribution of Adulterated Food Products (July 15, 2016). 

11 Press Release, FDA, FDA takes action against Kansas food manufacturer for repeated food safety 
violations (June 1, 2016). 



78 TOP FOOD AND DRUG CASES 2016 - 2017 

settlements were a direct result of the DOJ’s Health Care Fraud Prevention and 
Enforcement Action Team (HEAT) initiative, an initiative announced in May 2009 by 
the Attorney General and the Secretary of Health and Human Services. The HEAT 
partnership relies heavily on the False Claims Act as “[o]one of the most powerful 
tools in this effort.”12  

 
Other settlements related to the manufacturing, sale, and marketing of adulterated 

or misbranded devices: 

Acclarent Inc.13 

Acclarent Inc., a medical device manufacturer and subsidiary of Johnson & 
Johnson, agreed to pay $18 million to settle False Claims Act allegations that it caused 
health care providers to submit false claims to federal health care programs by 
marketing and distributing its sinus spacer product for use as a drug-delivery device 
without FDA approval or clearance of that use. In 2006, Acclarent had received FDA 
clearance to market its Relieva Stratus MicroFlow Spacer device (Stratus) to be used 
with saline only to maintain sinus openings following surgery. Acclarent allegedly 
intended for Stratus to be used as a drug-delivery device for prescription 
corticosteroids and specially designed the device for this use. According to DOJ, 
Acclarent marketed Stratus as a drug-delivery device even after FDA denied 
Acclarent’s request to expand its approved uses and after Acclarent added a warning 
to its label regarding use of active drug substances in the Stratus. In 2013, Acclarent 
discontinued all sales of Stratus and withdrew all FDA marketing clearances for the 
device. 

Acclarent’s $18 million settlement resolved a civil lawsuit filed under the 
whistleblower provision of the False Claims Act. Separately, Acclarent’s former CEO 
and former Vice President of Sales were convicted in a jury trial of 10 misdemeanor 
counts of introducing adulterated and misbranded medical devices into interstate 
commerce. 

Biocompatibles Inc.14 

Biocompatibles Inc., a subsidiary of BTG plc, pled guilty to misbranding its 
embolic device LC Bead and agreed to pay more than $36 million to resolve criminal 
liability and False Claims Act allegations. FDA had cleared LC Bead as an 
embolization device to be placed in blood vessels to block or reduce blood flow to 
certain types of tumors and arteriovenous malformations. FDA had never cleared or 
approved LC Bead as a drug-device combination product or for use as a drug-delivery 
device. In 2004, at FDA’s request, Biocompatibles provided FDA with assurances that 
it would not use the LC Bead embolization clearance to market the device for drug 
delivery. However, according to the statement of offense, Biocompatibles began 
marketing LC Bead for drug delivery two years later through a distribution company. 
The distribution company told its sales representatives that the LC Bead was a drug-
delivery device and trained its sales representatives to “aggressively penetrate the 

 
12 Press Release, DOJ, Johnson & Johnson Subsidiary Acclarent Inc. Pays Government $18 Million 

to Settle False Claims Act Allegations (July 22, 2016). 

13 Id. 
14 Press Release, DOJ, Medical Device Maker Biocompatibles Pleads Guilty to Misbranding and 

Agrees to Pay $36 Million to Resolve Criminal Liability and False Claims Act Allegations (Nov. 7, 2016). 
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chemoembolization market.” Sales representatives also told healthcare providers that 
the device increased the level of chemotherapy delivered to a liver tumor, resulting in 
better tumor response rates. In 2009, Biocompatibles had filed an application with 
FDA for approval of LC Bead as a drug-eluting bead combination product, but FDA 
rejected the application because clinical studies did not provide adequate evidence of 
therapeutic benefit. Biocompatibles’ distributor continued to advise healthcare 
providers that LC Bead provided “better” or “superior” therapy for certain types of 
cancer. 

DOJ further alleged that Biocompatibles caused false claims to be submitted to 
government healthcare programs for procedures where the LC Bead was used a drug-
delivery device for chemotherapy drugs. By marketing and selling the LC Bead as a 
new combination drug-device product that had not been cleared or approved by FDA, 
Biocompatibles was selling a product that was not covered by Medicare and other 
federal healthcare programs. 

To resolve criminal liability allegations, Biocompatibles agreed to pay $8.75 
million in criminal fines and $2.25 million in criminal forfeitures. To resolve civil 
allegations under the False Claims Act, Biocompatibles agreed to pay $25 million. 

B. Braun Medical, Inc.15 

B. Braun Medical Inc., a drug and medical device company, agreed to pay $4.8 
million in criminal penalties and forfeiture and up to $3 million in restitution to resolve 
criminal liability for selling contaminated pre-filled saline flush syringes. Although 
the B. Braun saline syringes bore B. Braun labels, they were manufactured by another 
company, AM2PAT, Inc. Prior to purchasing syringes from AM2PAT, B. Braun had 
been aware of AM2PAT manufacturing problems. Through separate audits, FDA and 
B. Braun found AM2PAT had problems complying with current good manufacturing 
practices. AM2PAT addressed the initial problems, but problems persisted. AM2PAT 
notified B. Braun that it planned to move to a new manufacturing facility and start 
sterilizing the B. Braun saline syringes through a new radiation sterilization process. 
B. Braun began selling the saline syringes made at the new facility and sterilized with 
the new method before its quality department approved the changes. B. Braun 
subsequently approved the changes without having seen the new facility or operation 
and even after receiving complaints about the syringes changing colors, learning that 
AM2PAT made additional changes to the radiation process. Within two months of 
selling the new syringes, B. Braun recalled all the syringes because the radiation 
sterilization process caused dangerous particles to develop in the saline in the syringes. 
AM2PAT subsequently told B. Braun that it had provided B. Braun incorrect 
information about the radiation sterilization process and that it had moved to the new 
facility without validating the equipment. Despite this new information, B. Braun 
resumed buying the saline syringes from AM2PAT without going to the new facility. 
Within a month, AM2PAT manufactured syringes contaminated with Serratia 
marcescens bacteria, resulting in infected patients in four states. 

In addition to paying criminal penalties, B. Braun entered into a non-prosecution 
agreement with DOJ. Under the agreement, B. Braun agreed to (1) increase oversight 
of its product suppliers including conducting on-site audits, (2) be monitored by an 

 
15 Press Release, DOJ, B. Braun Medical Inc. Agrees to Resolve Criminal Liability Relating to its 

Sales of Contaminated Syringes (May 18, 2016). 
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independent compliance auditor, and (3) review and certify the company’s compliance 
efforts on an annual basis. 

The settlement follows DOJ’s earlier prosecution of AM2PAT, AM2PAT’s quality 
control director, plant manager, and former president. The quality control director and 
plant manager both pled guilty to conspiracy to commit felony violations of the FDCA 
and were sentenced to 54 months in prison. AM2PAT’s former president was indicated 
on similar charges, but fled the country and is on FDA’s Office of Criminal 
Investigations’ “Most Wanted” list. 

Olympus Corporation of the Americas16 

Olympus Corporation of the Americas, the United States’ largest distributor of 
endoscopes and related equipment, and an Olympus subsidiary paid $646 million in a 
global settlement, including $267.3 million in federal recoveries under the False 
Claims Act, $43.5 million in recoveries for state Medicaid programs, and $335.2 
million in criminal penalties. Olympus also entered into a three-year deferred 
prosecution agreement (DPA) that would allow Olympus to avoid conviction if it 
complies with the reform and compliance requirements in the agreement. 

The settlement resolved allegations that Olympus won new business and rewarded 
sales between 2006 to 2011 by giving doctors and hospitals kickbacks in violation of 
the Anti-Kickback Statute (AKS), including consulting payments, foreign travel, 
meals, millions of dollars in grants, and free endoscopes.17 The kickbacks helped 
Olympus obtain more than $600 million in sales and realize gross profits of more than 
$230 million. The improper payments occurred while Olympus lacked compliance 
programs. Olympus’s civil and criminal penalties resulted in the largest total amount 
paid in U.S. history for violations involving the AKS by a medical device company. 

Under the DPA, Olympus was required to adopt compliance measures including 
developing compliance training, maintaining an effective compliance program, 
maintaining a confidential hotline and website for employees and customers to report 
wrongdoing, and adopting an executive financial recoupment program requiring 
executives who engage in misconduct or fail to promote compliance to forfeit up to 
three years of performance pay. 

Olympus also executed a corporate integrity agreement (CIA) with the Department 
of Health and Human Services-Office of Inspector General. The CIA outlines the 
compliance program Olympus must maintain, including (1) compliance 
responsibilities for Olympus management and the board of directors, (2) health care 
compliance code of conduct, (3) training and education, (4) requirements for 
consulting arrangements, grants and charitable contributions, management of field 
assets and review of travel expenses, (5) risk assessment and mitigation process, and 
(6) review procedures for testing the compliance program. 

Pharmaceutical Innovations Inc.18 

Pharmaceutical Innovations Inc. pled guilty to two misdemeanor counts of 
introducing adulterated medical devices into interstate commerce and was ordered to 

 
16 Press Release, DOJ, Medical Equipment Company Will Pay $646 Million for Making Illegal 

Payments to Doctors and Hospitals in United States and Latin America (March 1, 2016). 

17 See id.; see also Olympus Deferred Prosecution Agreement. 
18 Press Release, DOJ, New Jersey Medical Device Manufacturer Admits Selling Contaminated 

Ultrasound Gel; Court Orders Permanent Injunction (July 6, 2016). 
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pay a $50,000 criminal fine and $50,000 criminal forfeiture (the approximate value of 
the adulterated gel). In a related civil settlement filed against Pharmaceutical 
Innovations and its then president, Pharmaceutical Innovations agreed to the forfeiture 
and destruction of particular gel products that tested “exceptionally high” for 
infectious bacteria and agreed to a consent decree of permanent injunction. 19 The civil 
action alleged that the company was selling medical devices that had not been 
approved or cleared by FDA, was violating current good manufacturing practices, and 
failed to take required actions after receiving reports of serious injuries associated with 
its products. 

The criminal and civil actions arose from the company’s distribution of ultrasound 
gel contaminated with bacteria. In February 2012, a hospital reported that 16 surgical 
patients were infected with Pseudomonas aeruginosa, which was confirmed through 
testing to be tied to a lot of Pharmaceutical Innovations ultrasound gel. A second lot 
shipped later in 2012 was found to be contaminated with Pseudomonas aeruginosa 
and Klebsiella oxytoca. 

 

DRUGS 

As in past years, the 2016 significant settlements related to drug products arose from 
False Claims Act claims and related state claims. The claims included reporting false 
and fraudulent pricing, anti-kickback related issues, and misleading effectiveness 
claims. 

Forest Laboratories and Forest Pharmaceuticals20 

Forest Laboratories, LLC and its subsidiary Forest Pharmaceuticals paid $38 
million to resolve allegations that they violated the False Claims Act by paying 
kickbacks to induce physicians to prescribe three of its drugs between 2008 and 2011. 
The government alleged that the companies provided payments and meals to certain 
physicians in connection with speaker programs even when the programs were 
cancelled, when no licensed health care professionals attended the programs, when the 
same attendees had attended multiple programs over a short period of time, or when 
the meals associated with the programs exceed Forest’s internal cost limitations. Under 
the settlement, the federal government would receive $35.5 million and state Medicaid 
programs would receive $2.5 million. 

Genentech Inc. and OSI Pharmaceuticals LLC21 

Genentech Inc. and OSI Pharmaceuticals LLC paid $67 million to resolve False 
Claims Act allegations that they made misleading statements between 2006 and 2011 
about the effectiveness of the drug Tarceva to treat non-small cell lung cancer. The co-
promoters of Tarceva allegedly made misleading representations to healthcare 
providers where there was little evidence to show that Tarceva was effective to treat 

 
19 The then president was subsequently dropped form the case and his son who became company 

president was added to the case. 

20 Press Release, DOJ, Forest Laboratories and Forest Pharmaceuticals to Pay $38 million to Resolve 
Kickback Allegations Under the False Claims Act (Dec. 15, 2016). 

21 Press Release, DOJ, Pharmaceutical Companies to Pay $67 Million to Resolve False Claims Act 
Allegations Relating to Tarceva (June 6, 2016). 
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patients with non-small cell lung cancer unless they also had never smoked or had a 
mutation in their epidermal growth factor receptor. Under the settlement, the federal 
government would receive $62.6 million and state Medicaid programs would receive 
$4.4 million. 

Wyeth and Pfizer Inc.22 

Wyeth and Pfizer Inc. paid $784.6 million to resolve federal False Claims Act 
claims and state claims that Wyeth knowingly reported false and fraudulent prices on 
Protonix Oral and Protonix IV, two proton pump inhibitor (PPI) drugs used to treat 
acid reflux. According to the complaint, Wyeth bundled these two products and sold 
the bundle at significant discounts to hospitals nationwide. Wyeth used this 
arrangement to induce hospitals to buy the Protonix Oral product. By inducing 
hospitals to prescribe the Protonic Oral product, discharged patients would be more 
likely to stay on the Protonix Oral product instead of switching to another PPI and 
would pay nearly full price for the drug. According to the government, Wyeth failed 
to report these best prices to the government and pay the hundreds of millions of 
dollars in rebates that it owed to Medicaid between 2001 and 2006. Under the 
settlement, Wyeth paid $413.25 to the federal government and $371.35 to state 
Medicaid programs. 

 

DIETARY SUPPLEMENTS 

In November 2015, DOJ announced the end of a yearlong effort to focus civil and 
criminal enforcement resources on dietary supplements. According to DOJ, it pursued 
more than 100 makers and marketers of dietary supplements in a nationwide sweep, 
alleging that the companies sold supplements containing ingredients other than those 
listed on the product label or the sale of products that made health or disease treatment 
claims that were unsupported by adequate scientific evidence. 

As highlighted below, DOJ continued to pursue companies and individuals for the 
sale of unlawful dietary supplements in 2016. These companies and individuals 
allegedly sold “dietary supplements” as treatments for serious diseases such as herpes, 
cancer, Alzheimer’s, and AIDS without obtaining FDA approval to distribute the 
products as drugs. 

Clifford Woods and Clifford Woods LLC23 

Clifford Woods and his company, Clifford Woods LLC, entered into a consent 
decree of permanent injunction prohibiting them from selling products as cures for a 
variety of diseases. The consent order resolved a civil complaint that alleged that 
defendants sold and promoted dietary supplement products as treatments for cancer, 
type 2 diabetes, Alzheimer’s disease, HIV infection, and AIDS. The complaint also 
alleged that the defendants defrauded consumers by promoting products as treatments 
of these diseases despite credible scientific substantiation. 

 
22 Press Release, DOJ, Wyeth and Pfizer Agree to Pay $784.6 Million to Resolve Lawsuit Alleging 

That Wyeth Underpaid Drug Rebates to Medicaid (April 27, 2016). 
23 Press Release, DOJ, Residents of Three States Charged with Unlawful Sale of Dietary Supplements 

(July 12, 2016). 
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Woods also pled guilty to a criminal charge for distribution of an unapproved new 
drug, specifically the promotion and distribution of the product Taheebo Life Tea as a 
treatment for cancer. 

GNC24 

On the heels of the USPlabs LLC (USP Labs) indictment in November 2015, GNC 
entered in a non-prosecution agreement resolving GNC’s liability for selling certain 
dietary supplements produced by USP Labs in 2013. An investigation conducted by 
FDA, the U.S. Attorney’s Office for the Northern District of Texas, and the Consumer 
Protection Branch of DOJ’s Civil Division demonstrated that GNC’s “practices related 
to ensuring the legality of products on its shelves were lacking.”25 

The non-prosecution agreement required GNC “to reform its practices related to 
potentially unlawful dietary ingredients and dietary supplements,” including 
“embark[ing] on a series of voluntary initiatives designed to improve the quality and 
purity of dietary supplements” to “prevent unlawful dietary supplements form 
reaching its shelves.”26 These initiatives included: 

• GNC will take immediate action to suspend the sale of products after learning of 
FDA issuing a public written notice indicating that a purported dietary supplement or 
an ingredient contained in a purported dietary supplement is not legal and/or not safe. 

• GNC will establish a “restricted list” (containing ingredients that are not to be 
used in dietary supplements) and a “positive list” (containing ingredients that are 
approved for sale). Products containing novel ingredients that do not appear on either 
list will require further internal action and approval before being offered for sale. 

• GNC will substantially revise its internal operating procedures for dealing with 
vendors whose products GNC sells, including more explicit vendor guarantees that 
products do not contain ingredients on the “restricted list” and that their products 
comply with federal law. 

• GNC will voluntarily work to develop an industry-wide quality seal program. 
GNC retail salespeople will not receive bonus commission or “promotional money” 
to direct customers to products not carrying the seal. 

• GNC will update its adverse event reporting policy to ensure that its employees 
understand the proper procedures if a customer complains of injuries associated with 
a dietary supplement bought at GNC. 

GNC also agreed to pay $2.25 million and cooperate in dietary supplement 
investigations conducted by the government. 

Guy Lyman and Flor Nutraceuticals LLC27 

Guy Lyman and his company, Flor Nutraceuticals LLC, entered into a consent 
decree of permanent injunction to settle a civil action. The civil action alleged that 
Lyman and Flor Nutraceuticals sold liquid and tablet drug and dietary supplement 
products named Herpaflor to treat herpes since at least 2011, but the products were not 

 
24 Press Release, DOJ, GNC Enters Into Agreement with Department of Justice to Improve its 

Practices and Keep Potentially Illegal Dietary Supplements Out of the Marketplace (Dec. 7, 2016). 

25 Press Release, DOJ, GNC Enters Into Agreement with Department of Justice to Improve its 
Practices and Keep Potentially Illegal Dietary Supplements Out of the Marketplace (Dec. 7, 2016). 

26 Id. 
27 Press Release, DOJ, Residents of Three States Charged with Unlawful Sale of Dietary Supplements 

(July 12, 2016). 
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approved by FDA. Under the consent decree, Lyman and Flor Nutraceuticals were 
prohibited from selling Herpaflor as a treatment for herpes. 

On the same day, DOJ also filed a criminal information charging Lyman with one 
misdemeanor count of introduction of an unapproved drug (Herpaflor) into interstate 
commerce in violation of the FDCA. Lyman subsequently pled guilty, was sentenced 
to a $275 fine and assessment, and was prohibited from marketing or selling dietary 
supplements. 

James Hill28 

James Hill entered into a consent decree of permanent injunction to resolve a civil 
complaint filed against him. The civil action alleged that Hill marketed the product, 
Viruxo Immune Support, as a “natural herpes medicine” dietary supplement that could 
stop herpes outbreaks. The complaint contended that Viruxo qualified as an 
unapproved and misbranded drug because of product claims that it could treat the 
herpes virus without approval from FDA that it was safe and effective for such use. 
The complaint also alleged that Hill defrauded consumers by promoting the product 
to treat a disease despite the absence of well-controlled clinical studies or other 
credible scientific substantiation. Hill had previously received a warning letter from 
FDA and the Federal Trade Commission advising him that his product was an 
unapproved drug and was misbranded. Under the consent decree, Hill was prohibited 
from distributing Viruxo as a treatment for herpes. 

DOJ also filed a criminal information charging Hill with one misdemeanor count of 
distributing an unapproved new drug in violation of the FDCA. Hill subsequently pled 
guilty and was sentenced to one year probation. 

 

CONCLUSION 

As these settlements illustrate, FDA and DOJ largely kept in step with their historic 
roles in pursuing enforcement actions against the food and drug industry, particularly 
with use of the False Claims Act. DOJ further demonstrated its commitment to holding 
individuals accountable for corporate misconduct in line with the 2015 Yates 
memorandum. The change of administration has already brought a change in 
leadership at FDA and DOJ. Although DOJ has been active in the healthcare and food 
and drug spaces already this year, it will be interesting to see whether FDA and DOJ 
continue to maintain their historic enforcement priorities and whether next year’s 
Significant Settlements chapter reads significantly different from this one. 

 
28 Id. 


