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Not Finished With You Yet—The U.S. 
Government Extends Its Deferred Prosecution 
Agreement With Biomet, Inc., Again 
Underscoring the FCPA Risks in Life Sciences 
BY GARY F. GIAMPETRUZZI, S. JOY DOWDLE & JENNIFER A. EBLING 

In an 8-K issued last week, Biomet, Inc., (“Biomet” or the “Company”) an Indiana-based medical device 
company, announced that the Department of Justice (“DOJ”) had extended the Company’s Deferred 
Prosecution Agreement (“DPA”) and monitorship relating to violations of the Foreign Corrupt Practices 
Act (“FCPA”).1 While few details have been disclosed relating to this historic extension, its warning is 
clear—where prosecutors question a company’s candor, cooperation, or remediation of issues, the grip 
of formal oversight will not be easily released.  

The Use of Deferred Prosecution Agreements in Resolving FCPA Investigations 

For nearly a decade, multinational companies facing investigations into alleged FCPA transgressions 
have sought resolutions via various types of vehicles with the U.S. government as an alternative to 
outright criminal prosecution. Following many years of use in the context of various types of criminal 
cases,2 the most preferred method of resolving FCPA investigations has become the DPA. Under these 
agreements, the DOJ agrees to postpone or “defer” prosecution of violations arising from a stated set of 
facts (the company and government agree on those facts) in exchange for the company’s satisfaction of 
specified requirements—most often significant compliance enhancements and either a period of 
independent-, self-, or more recently, hybrid-monitorship. If by the end of the stated DPA period 
(generally ranging from 18 months to three years), the company has, in the view of the DOJ, fulfilled its 
DPA requirements, the DPA expires by its terms and the DOJ seeks to dismiss the criminal action 
against the company. The courts then usually grant the dismissal, marking an end to these cases.3 

Despite a slight pull back in response to criticism questioning the oversight provided in corporate 
monitorships accompanying DPAs in a handful of medical device resolutions,4 DPAs—palatable to 
companies who wish to avoid action on an indictment, and to regulators who retain an enforcement arm 
around the issues—continue to be a go-to mechanism for resolving FCPA investigations. In 2014 alone, 
the DOJ entered into 19 publically-disclosed corporate DPAs, an increase of nearly 25% over the 2013 
total, and more than doubling the eight agreements entered just ten years before. Indeed, FCPA DPA 
usage is alive and well. 
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FCPA DPAs typically contain many provisions of importance—including the compliance program 
obligations that often provide meaningful guideposts to other companies on regulator expectations and 
best practices. Yet, the now-common DPA language permitting extension of the DPA term to which 
Biomet fell victim, too often goes unappreciated. Through these provisions, generally mirrored in each 
of the recent FCPA DPAs in the life sciences sector, the DOJ reserves the right to unilaterally extend the 
DPA term where, “the Department determines, in its sole discretion, that [the company] has knowingly 
violated any provision of th[e] Agreement.”5 Notwithstanding the risk this language presents to the 
settling company on its face, these terms—now rather common across DPAs—had been rarely invoked 
to date.6 

However, on March 13, 2015—weeks before its FCPA DPA was set to expire—the DOJ informed Biomet 
that its DPA and accompanying monitorship were being extended for another full year. With this 
extension, Biomet serves as the most recent example of the continued perils life science companies face 
in the FCPA space—even in a posture where a company believes the risk of enforcement is waning or 
has passed, lack of vigilance can mean a steep price. 

The Biomet DPA Extension 

On March 26, 2012 Biomet entered a DPA and Final Judgment with the DOJ and SEC resolving 
allegations that the Company, its subsidiaries, and agents (including third-party distributors) paid more 
than $1.5 million in corrupt payments to government doctors in Argentina, Brazil, and China from 2000 
to 2008.7 Biomet’s executives and internal auditors in Indiana allegedly were aware of the payments as 
early as 2000 but failed to stop them. Biomet did not voluntarily disclose these matters to the 
government. Instead, the conduct came to the attention of regulators as a result of its proactive, 
industry-wide investigation into bribery by medical device companies (an industry sweep like the one 
that took place in the pharmaceutical industry).8  

Biomet agreed to pay a $17.28 million criminal penalty to the DOJ, and $5.4 million in disgorgement of 
profits including pre-judgment interest to the SEC. Additionally, the DPA, originally set for a three-year 
term, required the implementation of rigorous internal controls and compliance enhancements, and the 
appointment of an independent external compliance monitor regularly reporting to the DOJ on the state 
of the Company’s compliance performance.  

In October 2013—approximately midway through its DPA term—Biomet became aware of issues relating 
to its operations in Brazil (a market at issue in the original resolution) and Mexico, including conduct 
that predated the DPA.9 While not included in the Company’s 8-K disclosure, the New York Times 
reported that an anonymous whistle-blower alleged that Biomet distributors had paid government 
doctors to purchase products in those markets.10 In response to these allegations, Biomet retained 
outside counsel to conduct an investigation and eventually undertook remedial measures including the 
termination of employees and executives. These efforts and its DPA reporting obligations 
notwithstanding,11 the Company’s disclosure states that “in April 2014 and thereafter”—apparently six 
months after becoming aware of the issues—“Biomet disclosed these matters to and discussed these 
matters with the independent monitor and the DOJ and SEC.”12 Despite this dialogue, the Company 
received a July 2014 subpoena from the SEC for documents relating to these issues—an enforcement 
tool rarely utilized in the course of a cooperative DPA relationship. Adding further punch and 
emphasizing the teeth of the “deferred” aspect of a DPA, “the DOJ has informed Biomet that it retains 
its rights under the DPA to bring further action against Biomet relating to the conduct in Brazil and 
Mexico disclosed in 2014 or the violations set forth in the DPA.”13 As a result, Biomet now faces an 
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extension of its DPA and the threat of further enforcement action—not just as to the newly discovered 
issues—but as to all of the conduct at issue in its original settlement as well. 

Lessons Learned From the Biomet DPA Extension 

Against the backdrop of numerous active investigations—some of which involve companies in their 
second face off with the government—the Biomet DPA extension, the first of its kind in the biopharma 
industry, again makes clear that this sector remains squarely in the cross hairs of FCPA enforcement. 
While information detailing the “new” Biomet concerns and the resulting DPA extension is limited, the 
extension underscores the seriousness with which regulators approach—not just investigations—but 
oversight of corporate offenders, and that DPA close outs are not automatic. For companies under 
DPAs, the best strategy for avoiding extended external government oversight is much the same as the 
strategy to avoid government prosecution in the first place; build and maintain hard-earned credibility 
with regulators via efforts not unlike those expected in the context of FCPA investigations. These efforts 
include:  

 An Effective Compliance Program, Including Adequate Mechanisms for Detecting Concerns. As 
emphasized in The FCPA Guide14 and in seemingly all public remarks by FCPA prosecutors, the 
U.S. government expects integrated, global compliance programs, tailored to industry-, 
business-, and country-specific risks. These programs should include mechanisms that 
effectively bring to light issues in real time, such as robust reporting mechanisms and auditing 
and real-time monitoring functions. Where regulators are not confident that a compliance 
program is adequate to both deter and detect potential wrongdoing, as may have been the 
case with Biomet, there is more likely to be greater government scrutiny. 

 Thoughtful and Timely Disclosure. In this age of increased disclosure, there can be no question 
that regulators increasingly expect to be informed of the discovery of potential wrongdoing—
particularly where the issues are of significant value, implicate senior leadership, and/or 
demonstrate material control or programmatic gaps. This expectation is considerably stronger 
in the FCPA DPA context where many companies face—as did Biomet—express obligations to 
disclose additional issues as they arise throughout the DPA period.15 While there are certainly 
many important considerations that must necessarily accompany decisions on what and when 
to disclose, a company providing too little information too late will find regulators leery of 
trusting the company’s ability or willingness to self-police in the future. In the context of an 
FCPA DPA, companies like Biomet proceed at their own peril when the content and/or timing of 
their disclosures are perceived by regulators as falling short of government expectations. 

 Demonstrable Compliance Program Improvement. No compliance program is perfect and no 
controls can guarantee against all misconduct, especially with a sales and marketing model 
that has the lowest levels of multinational life sciences organizations repeatedly interacting 
with healthcare professionals deemed to be foreign officials by prosecuting authorities. 
Nonetheless, a company that can demonstrate that its compliance efforts have driven positive 
change—tangible improvement on prior concerns or actual shortcomings—will have reduced 
the risk of monitorship and formally mandated enhancements. In order to achieve that 
demonstrable improvement, it is not enough for companies to construct a seemingly effective 
compliance program, and then leave its future well-being to chance. Instead, much like annual 
physicals, companies must regularly conduct proactive check-ups to ensure their compliance 
program is in fact meeting the actual challenges and risks faced by the enterprise. 
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1 Biomet Inc., Current Report (Form 8-K), (March 27, 2015), available at https://www.sec.gov/Archives/edgar/data/

351346/000090342315000219/biomet-8k_0317.htm. 
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degrees, several district courts have insisted on their own analysis of corporate conduct under the DPA in view of the 
allegations in the charging documents prior to granting dismissal.  
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recent U.S. Attorney General John Ashcroft as an outside FCPA monitor in connection with the DPA agreement the DOJ 
had reached with a medical device company. See Philip Shenon, Ashcroft Deal Brings Scrutiny in Justice Dept., New 
York Times (Jan. 10, 2008), available at http://www.nytimes.com/2008/01/10/washington/10justice.html. In the 
aftermath of this very public questioning of the DOJ’s approach to DPAs, there was arguably a brief dip in the number of 
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and non-prosecution agreements as it had in 2007. 

5  Biomet Inc., Deferred Prosecution Agreement (March 26, 2012), available at http://www.justice.gov/criminal/fraud/
fcpa/cases/biomet/2012-03-26-biomet-dpa.pdf. 

6 A multinational automotive manufacturer was saddled with the first FCPA DPA extension in April 2012, just days before 
it was set to expire. There the company at issue disclosed it had encountered “challenges” related to its obligations 
under the agreement, but did not further elaborate on the grounds for extension. That matter involved the now more or 
less standard extension language.  

7 Biomet DPA, supra note 5. 
8 Press Release, U.S. Department of Justice, Third Medical Device Company Resolves Foreign Corrupt Practices Act 

Investigation (March 26, 2012), available at http://www.justice.gov/opa/pr/third-medical-device-company-resolves-
foreign-corrupt-practices-act-investigation; Press Release, U.S. Securities and Exchange Commission, SEC Charges 
Medical Device Company Biomet with Foreign Bribery (March 26, 2012), available at 
http://www.sec.gov/News/PressRelease/Detail/PressRelease/1365171487958. 

9 Biomet Form 8-K, supra note 1. 
10 Ben Protess, New Bribery Evidence Adds a Year to Biomet’s Probation, New York Times (March 17, 2015), available at 

http://www.nytimes.com/2015/03/18/business/new-bribery-evidence-adds-a-year-to-biomets-probation.html. 
11 Biomet DPA, supra note 5 (“Should Biomet discover credible evidence that questionable or corrupt payments or 

questionable or corrupt transfers of property or interests may have been offered, promised, paid, or authorized by any 
Biomet entity or person, or any entity or person working directly for Biomet, or that related false books and records 
have been maintained, Biomet shall promptly report such conduct to the Department.”). 

12 Biomet Form 8-K, supra note 1. 
13 Id. 
14  A Resource Guide to the U.S. Foreign Corrupt Practices Act, available at http://www.justice.

gov/criminal/fraud/fcpa/guidance/guide.pdf.  
15 Biomet DPA, supra notes 5 and 13 (detailing Biomet’s DPA reporting obligations). 
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