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In November 2008, the U.S. Securities & Exchange Commission (SEC) announced that it would 
impose record sanctions in a number of Foreign Corrupt Practices Act (FCPA) cases. According 
to Scott Friestad, deputy director of the SEC's Enforcement Division, these monetary penalties 
"will dwarf the disgorgement and penalty amounts that have been obtained in prior cases."1 To 
say that the Government has followed through on that threat would be an understatement. In the 
months since that announcement, the SEC and U.S. Department of Justice (DOJ) have settled 
two separate FCPA cases for a total of nearly $1.4 billion. These settlements are the culmination 
of an explosion in FCPA investigations and prosecutions by the SEC and DOJ in recent years 
that has rocked the health care industry in general, and medical device manufacturers in 
particular. 
  

The FCPA at a Glance 
  
The FCPA was enacted in 1977, after SEC investigations in the early 1970's revealed that 
hundreds of United States companies had been making substantial illegal or questionable 
payments to foreign officials.2 The purpose of the statute was to stop these practices and to 
restore public confidence in the integrity of the American business system.3  
  
The FCPA consists of anti-bribery provisions and certain accounting requirements. The anti-
bribery provisions apply to United States companies (both private and public), United States 
citizens, foreign companies listed on a United States stock exchange, and any person acting in 
the United States. This portion of the statute prohibits those subject to its jurisdiction from 
corruptly paying, offering to pay, or authorizing the payment of money, a gift, or anything of value, 
to a foreign official or foreign political party, for purposes of obtaining or retaining business. A 
company can be held liable under the anti-bribery provisions not just for its own direct actions, but 
also for the actions of its foreign subsidiaries or other third parties, such as agents or distributors.4 
Notably, however, the FCPA does not prohibit facilitating or expediting payments (often called 
"grease payments"), which merely facilitate performance of certain routine governmental actions 
such as the processing of licenses, paperwork, visas or other official documents.5 Certain 
affirmative defenses are available under the FCPA as well.6 
  
The FCPA's accounting, or "books and records," requirements require all companies that have a 
class of securities registered with the SEC, as well as all companies that are required to file 
reports with the SEC, to devise and maintain internal accounting controls and to keep books and 
records that accurately reflect the disposition of corporate assets.7  
  
The DOJ is responsible for all criminal enforcement of the anti-bribery provisions, as well as civil 
enforcement of the anti-bribery provisions with respect to private United States companies and 
foreign companies and nationals.8 The SEC is responsible for civil enforcement of the anti-bribery 
provisions with respect to United States public companies, as well as all civil enforcement of the 
accounting provisions.9  
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FCPA Risk Factors Inherent in the Health Care Industry 
  
For a number of reasons, the health care industry is particularly vulnerable to FCPA compliance 
problems.  
  
First, the industry has become increasingly international in scope. As evidenced by the cases 
highlighted below, health care companies are marketing and selling their products and services to 
health care providers not just in the United States, but abroad as well.  
  
Second, unlike in the United States, many foreign health care providers work at hospitals or 
clinics that are government-owned or controlled, thereby making them "foreign officials" within the 
meaning of the FCPA.  
  
Third, for many health care companies, the nature of their business requires them to persuade 
health care providers to use their product or service, which presents the opportunity for legitimate 
persuasion to lead to improper inducement. This risk is particularly high in certain countries or 
cultures, where a certain quid pro quo is commonplace or even expected.  
  
Fourth, many companies rely upon intermediaries, whether in the form of a distributor, agent, 
consultant, or other type of facilitator, to effectively market their products in foreign countries. 
Given the broad scope of the FCPA's anti-bribery provisions, a company cannot escape liability 
simply by doing business through third parties. In fact, the use of such intermediaries can 
heighten the risk for an FCPA violation, particularly where the company has failed to conduct 
adequate due diligence or implement the proper internal controls.  

  
Recent Developments in FCPA Enforcement 

  
Recent years have seen a dramatic increase in the United States Government's FCPA 
enforcement efforts. Since January 2006, the SEC has filed more FCPA actions than were filed 
during the prior 28 years combined, and has imposed hundreds of millions of dollars in penalties, 
disgorgement and prejudgment interest for FCPA violations.10 In October 2006, the head of the 
DOJ's Criminal Division described FCPA enforcement as a "high priority,"11 and since that time 
the Government has imposed record-setting fines and penalties in a number of cases. Most 
notably, in December 2008, Siemens AG agreed to pay a record-breaking $800 million to resolve 
DOJ and SEC charges arising from a worldwide bribery scheme.12 Two months later, Kellogg 
Brown & Root LLC, along with its current and former parent companies (KBR Inc. and Halliburton 
Company, respectively), agreed to pay a total of $579 million to resolve charges arising from a 
scheme to bribe Nigerian government officials to obtain engineering, procurement and 
construction contracts.13 In sum, as the Federal Bureau of Investigation has bluntly stated, FCPA 
enforcement "has never been more important — or more on our radar — than it is today."14  
  
In addition to increasing the number of cases instituted and the degree of sanctions imposed, the 
Government has also changed the focus of its FCPA enforcement efforts. Recently, the SEC and 
DOJ have begun to target not just isolated companies and individuals, but entire industries. One 
industry that has caught the Government's attention is health care — and, in particular, 
orthopedic device manufacturers. 
  
A number of medical device companies have been contacted by the Government concerning 
possible FCPA violations arising from their overseas marketing and business practices. Biomet 
Inc., Smith & Nephew, Inc., Zimmer Holdings, Inc., and Stryker Orthopedics, Inc. have all 
received requests from the SEC and/or DOJ for information concerning those companies' 
payments to government-employed doctors in connection with the sale of medical devices in 
foreign countries.15 Notably, just weeks before announcing the requests, these companies 
entered into agreements with the United States Attorney's Office for the District of New Jersey to 
resolve similar charges involving allegedly improper payments to surgeons in the United States.16 
Likewise, in December 2007, Medtronic Inc. announced that it was cooperating with SEC and 
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DOJ requests for "information concerning certain types of payments made directly or indirectly to 
government-employed doctors."17 And in June 2008, Wright Medical Technology, Inc. announced 
that it was the latest orthopedic device company to become part of the Government's ongoing 
investigation of potential FCPA violations in that industry.18  
  
In recent years, several other health care companies have settled FCPA actions arising from 
similar payments to doctors or other employees of state-owned hospitals in foreign countries.19 
For example:  
  

• In June 2008, AGA Medical Corporation settled criminal charges alleging that a 
company official made illegal payments to physicians employed by government-
owned hospitals in China, as well as to Chinese patent officials, to induce them to 
buy AGA products and approve AGA patent applications.20 Pursuant to a deferred 
prosecution agreement, AGA agreed to pay a $2 million criminal penalty and to 
retain an independent compliance monitor for three years.21  

  
• In September 2007, Gioacchino De Chirico, President and Chief Operating Officer 

of Immucor, Inc., settled an SEC civil action arising from an allegedly improper 
payment to the director of a public hospital in Italy in exchange for favorable 
consideration of a contract to provide products and services to the hospital.22 
According to the Government, this payment was falsely recorded on Immucor's 
books and records as a consulting fee.23 De Chirico agreed to pay a $30,000 civil 
penalty,24 and a cease and desist order was entered against De Chirico and 
Immucor against future FCPA violations.25  

  
• In May 2005, Diagnostics Products Corporation and its Chinese subsidiary agreed 

to settle DOJ and SEC enforcement actions alleging the payment of illegal 
"commissions" to employees of government-owned hospitals in China.26 According 
to the Government, these payments were improperly recorded as "selling 
expenses."27 As part of the agreements, the company and its subsidiary agreed to 
pay a total of $4.8 million in criminal and civil penalties, and the company agreed 
to retain an independent monitor for three years.28  

  
• In March 2005, Micrus Corporation settled a DOJ enforcement action concerning 

payments to physicians employed by publicly owned and operated hospitals in 
several foreign countries in exchange for their purchase of the company's medical 
devices.29 The company entered into a non-prosecution agreement pursuant to 
which it agreed to pay a $450,000 penalty, to implement an FCPA compliance 
program, and to retain an independent monitor for three years.30  

  
• In June 2004, Schering-Plough Corporation agreed to pay $500,000 to settle an 

SEC enforcement action arising from payments by the company's Polish 
subsidiary to the favorite charity of a Polish governmental official responsible for 
purchasing pharmaceutical products for hospitals.31 Notably, these payments were 
made without the knowledge or approval of any U.S. Schering-Plough employee.32 
According to the SEC, this incident resulted from inadequate and insufficient 
internal controls, and the company was ordered to improve those controls with the 
assistance of an independent consultant.33  

  
• In December 2002, Syncor International Corporation settled an SEC enforcement 

action alleging that foreign subsidiaries made improper payments to physicians 
employed by state-owned hospitals in several different countries.34 The settlement 
provided for Syncor to pay a $500,000 civil penalty and to retain an independent 
FCPA monitor.35 Syncor's Taiwanese subsidiary also agreed to plead guilty to 
violating the FCPA's anti-bribery provisions and to pay a $2 million criminal fine.36  

  

http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn17#_edn17
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn18#_edn18
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn19#_edn19
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn20#_edn20
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn21#_edn21
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn22#_edn22
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn23#_edn23
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn24#_edn24
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn25#_edn25
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn26#_edn26
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn27#_edn27
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn28#_edn28
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn29#_edn29
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn30#_edn30
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn31#_edn31
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn32#_edn32
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn33#_edn33
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn34#_edn34
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn35#_edn35
http://blawweb.private.bloomberg.com/blaw/showDoc.pl?docId=91193352&summary=yes#_edn36#_edn36


Still other health care companies have voluntarily disclosed activities or incidents that may trigger 
FCPA liability in the future. For example, in February 2007, Johnson & Johnson voluntarily 
disclosed to the DOJ and SEC that its "subsidiaries outside the United States are believed to 
have made improper payments in connection with the sale of medical devices in two small-market 
countries."37 As the foregoing examples illustrate, the health care industry is at the forefront of the 
Government's FCPA enforcement efforts. 
  

Ways to Avoid or Limit FCPA Liability 
  
In light of the current climate, health care companies can — and must — take steps now to 
protect themselves, and their officers and employees, from FCPA liability. Although companies 
should develop a compliance program tailored to their own particular risk factors, the following is 
a general summary of important issues to consider when developing an FCPA compliance 
program: 

  
• Written Policies and Internal Controls. A crucial aspect of any FCPA 

compliance program is the creation of written policies and internal controls 
designed to prevent FCPA violations. Though not a guarantee of FCPA 
compliance, the existence or absence of effective written policies and internal 
controls is a highly significant factor in the Government's determination of the 
appropriate fines and penalties in the event of a violation.  

  
• Training. Even the best internal controls will not be effective unless they are 

communicated to those whose conduct could trigger FCPA liability. Thus, health 
care companies should ensure that their employees, as well as their agents, 
distributors, and business partners, receive comprehensive training on the 
applicable policies and procedures governing their behavior.  

  
• Due Diligence. Prior to engaging the services of a third party to facilitate 

marketing and sales in foreign countries, health care companies must conduct 
adequate due diligence to identify and address any FCPA red flags associated 
with that third party.  

  
• Enforcement. A company must take immediate and decisive action against any 

employee or third party who violates the FCPA or the company's FCPA 
compliance policies.  

  
• DOJ Opinion Procedure. The DOJ's Opinion Procedure is an underutilized yet 

important tool at the disposal of all companies with questions about whether a 
particular course of action would, in the DOJ's view, implicate or violate the 
FCPA's anti-bribery provisions. Indeed, the head of the DOJ's Criminal Division 
encourages companies to use this procedure to obtain the DOJ's advice prior to 
undertaking questionable transactions, explaining that "[i]t serves both of our 
interests to avoid FCPA violations before they occur, and the opinion procedure is 
one way to make that happen."38  

  
• Addressing Potential FCPA Violations. In the event of the discovery of a 

potential FCPA violation, immediate consultation with an experienced and qualified 
attorney is essential to determining the best course of action. In appropriate cases, 
early and voluntary cooperation with the Government can forestall an official 
investigation or prosecution, or at least minimize the degree of sanctions 
imposed.39  

  
The recent explosion in FCPA enforcement activity is a wake-up call for the entire health care 
industry. Now is the time for health care companies to implement FCPA compliance programs, or 
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evaluate existing programs, to ensure that they are taking all appropriate steps to avoid or 
minimize liability.  
  
Michael B. Himmel is a Member of the firm, and Chair of the firm's Litigation Department and 
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companies have come in and voluntarily disclosed real FCPA violations that we have not 
prosecuted at all.")  
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