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On February 06, 2012, U.K. based medical devices maker 
Smith & Nephew Plc. agreed to pay $22.2 million to settle 
Foreign Corrupt Practices Act offenses committed by its 
U.S. (Smith & Nephew Inc.) and German (Smith & Nephew 
Orthopaedics GmbH) subsidiaries. [Refer SEC’s Litigation 
Release 22252 / February 6, 2012 on the following link 
http://www.sec.gov/litigation/litreleases/2012/lr22252.ht
m (Accessed on February 9, 2012)]  
 

This is a significant order for more than one reason. The 
biggest reason is that this order is one in a series of previous 
prosecutions that has included key players in the medical 
devices industry. Another reason is that this order 
highlights why companies that are operating in medical 
devices segment need to go that extra mile to ensure that 
the transactions entered into by third parties (agents, 
distributors etc.) on their behalf adhere to their policies. In 
this alert, we outline salient points of this case and then 
outline what companies in this segment can do in future to 
avoid such actions.  

 Smith & Nephew plc (S&N), founded in 1856, is a global  
medical device company, operating around the world. 
According to the available press release from SEC and 
Deferred Prosecution Order of the Department of Justice, 
the company’s two subsidiaries had bribed government-
employed doctors in Greece for more than a decade to buy 
its products. 

What Went Wrong? 

In terms of the Securities and Exchange Commission (SEC) 
allegation, S&N’s two subsidiaries used a distributor to 
create a slush fund to make illicit payments to doctors 
employed by government hospitals in Greece from 1997 to 
June 2008. According to the complaint, S&N’s subsidiaries 
made payments to a total of three shell entities in the 
United Kingdom controlled by the distributor that were 
used to pay bribes.  

  

The complaint alleges that on paper, it appeared as if S&N’s 
subsidiaries were paying for marketing services, but no 
services were actually performed. 

 S&N paid $ 16.8 million criminal fine to the Department of 
Justice (DoJ) and entered into a deferred prosecution 
agreement and paid $ 5.4 million in disgorgement and 
prejudgment interest to the Securities and Exchange 
Commission (SEC).  

 This is not the first time that a company in the manufacture 
and sale of medical devices industry is penalized for corrupt 
practices. In April last year, Johnson & Johnson paid $70 
million to the DOJ and SEC to resolve bribery charges 
related to payments in Greece, Poland, and Romania. 
Companies such as AGA Medical Corp., DPC (Tianjin) Co. 
Ltd., Micrus Corp., etc. were also penalized under the FCPA 
offences for bribing the physicians/doctors of the 
government owned hospitals to buy their products or retain 
their services. 

 How can Medical Devices manufacturers ensure 
compliance with FCPA? 

U.S’ FCPA and UK’s Anti-bribery Act are two key 
legislations in force that punish persons who make illegal 
payments to foreign public officials for gaining advantage in 
international business. Non-compliance with these 
legislations typically means a large cost to the company in 
the form of penalty, reputational risk, and increasingly, also 
involve sentences for responsible officials.  

What does the recent US$ 22.2 million settlement of Smith & Nephew means for the 

Medical Devices industry? 
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One of the SEC releases states that “Since 2010, the SEC 
has filed 32 FCPA cases, including the case against Armor 
Holdings, and obtained more than $600 million in 
penalties, disgorgement and interest.” [Refer SEC release 
dated July 13, 2011 on the following link 
http://www.sec.gov/news/press/2011/2011-146.htm 
(Accessed on February 9, 2012)] 

Below are some of the preventive measures which a 
company may take to avoid non-compliance with 
these regulations:  

• Put in place a policy on anti-bribery containing a 
message of Zero tolerance to corruption, 

• Conduct a thorough background check before on-
boarding any new third party such as a distributor and 
agent, 

• Conduct regular integrity assessment of third parties, 

• Install a robust internal reporting programme to assist 
management in assessing the success of the policy,  

• Conduct periodic Fraud & Risk Assessments, 

• Train employees and third parties on the effects of non-
compliance, 

• Set up whistle-blower policy in the organization.  

 In Indian context, medical devices makers may also wish to 
include various guidelines on marketing as part of this 
compliance program. Companies need to keep a close watch 
on sales made directly or indirectly to government or semi-
government or international aid projects.   

  

  

To have a deeper conversation about how this subject may 
affect your business either in India or overseas, please 
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