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Abstract

The U.S. Agencies concluded 303 investigations for violations of the FCPA, read with
the Exchange Act, between 2000 and 2023; 13.8% of these were against Healthcare
Companies. This raises the question of whether this number is alarming. What trends
characterized the investigations concluded against Healthcare Companies over these
24 years, and what were the contributing factors? The research relied upon both
guantitative and qualitative methods to answer these questions. It aims to help
Healthcare Companies manage their risks, provide insights to U.S. Agencies, and
support legal and compliance professionals in understanding the U.S. Agencies’

approach towards the industry.

During the research, it was noted that several prominent Healthcare Companies
participated in the United Nations Qil for Food Program for Iraq, initiated in 1995.
Corruption allegations were raised against them during their participation. This
catalyzed an industry sweep by the U.S. Agencies against the Healthcare Industry
between 2009 and 2020. The Healthcare Companies are vulnerable to risks under the
FCPA primarily due to their unique structure and frequent interactions with foreign
governments. The high exposure under the FCPA contributed to a sharp rise in
investigations by U.S. Agencies concluded against Healthcare Companies in 2012,
2016, and 2020. Although the number of investigations concluded against Healthcare
Companies increased during the Period, with notable peaks in certain years, the
industry was not targeted more than others. An anonymous survey conducted during

the research broadly aligned with these findings.

The U.S. Agencies primarily relied on punitive measures such as investigations to

combat corruption in the Healthcare Industry. With over 48 years of experience



enforcing the FCPA, the research recommends that it is an opportune time for U.S.
Agencies to shift towards a preventive approach by providing industry-specific

guidance.

Keywords: Healthcare Companies, Corruption, Enforcement Actions, Trend Analysis,
Industry Sweep, Liberal Interpretation, Extra-Territorial Jurisdiction, FCPA Objectives,

Industry-Specific Guide
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Chapter 1 Introduction

The Foreign Corrupt Practices Act, 1977, as amended, 15 U.S.C. §§ 78dd-1, et seq
(‘FCPA’), enforced by the United States of America (‘U.S.’), is one of the foremost laws
covering cross-border corruption with extraterritorial reach (Foreign Corrupt
Practices Act 1977; Mahajan, 2018). It was enacted after extensive global corruption
surfaced “in the wake of the Watergate political scandal in the U.S.” (Otuedon, 2016,
p. 91). The implementation of FCPA by the U.S. Department of Justice (‘DOJ’) and the
U.S. Securities and Exchange Commission (‘SEC’), collectively referred to as ‘U.S.
Agencies’, was relatively limited during the first 23 years (Mahajan, 2018; U.S.

Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025).

In 1997, the members of the Organisation for Economic Co-operation and
Development (‘OECD’) signed the Convention on Combating Bribery of Foreign Public
Officials in International Business Transactions (‘OECD Convention’), which aims to
combat cross-border corruption (Organisation for Economic Co-operation and
Development, 1999). Some literature indicates that the adoption of the OECD
Convention, among other reasons, prompted vigorous enforcement of the FCPA from

2000 onwards (Mahajan, 2018).

The first investigation against a healthcare company was concluded not much after
this “strong enforcement” of the FCPA began. It was against Syncor International
Corporation (a radiopharmaceutical company) in 2002, and was one of 5
investigations concluded that year (U.S. Securities and Exchange Commission, 2002;

Stanford Foreign Corrupt Practices Act Clearinghouse, 2025).



1.1 Rationale Behind the Research

The U.S. Agencies have concluded 42 investigations against Healthcare Companies
(out of 303 total investigations) from 2000 to 2023 (U.S. Securities and Exchange
Commission, 2024; U.S. Department of Justice, 2025). This raises the question of
whether relevant stakeholders should be concerned. The researcher works as an in-
house counsel and compliance officer in the healthcare industry. She was keen to find

the answer to this question.

The scope of the healthcare industry is broad and includes pharmaceutical
companies, diagnostic companies, medical device companies, pharmacies, and
hospitals (collectively referred to as ‘Healthcare Companies’/‘Healthcare
Industry’). The Healthcare Industry works with various entities and professionals,
providing infrastructure, goods, and services to patients either directly or indirectly
under strict national regulations (Oliveira & Cim, 2024). “With a complex regulatory
environment and multiple players and stakeholders, risks to integrity and corruption

arise” (Oliveira & Cim, 2024, p. nd).

Corruption in the Healthcare Industry can take various forms and types, such as
bribes to healthcare professionals (‘HCPs’) working with government hospitals to
influence them to prescribe products, the provision of luxurious trips to regulators
for approval of a product, mischaracterization of payments made to a government
healthcare organization, and so forth (Oliveira & Cim, 2024). HCPs means and
includes “any member of the medical, dental, pharmacy or nursing profession and
any other person who in the course of their professional activities may administer,
prescribe, purchase, recommend or supply” any medical products such as medicines,

medical devices (e.g., orthopedic implants), medical consumer products (e.g.,



syringes), medical capital goods (e.g., X-ray machines), amongst others (The
Association of the British Pharmaceutical Industry, 2024, p. 10). Corruption in the
Healthcare Industry adversely impacts patients, reduces market competition, and
affects the country’s treasury as well as insurance companies (Korkor & Saleem,

2012).

The researcher was surprised to find vast academic research on the FCPA, its
meaning, and actions taken under it, but limited discussion on industry-specific
matters. Most of the literature she reviewed relied on data collated by Stanford Law
School in collaboration with Sullivan & Cromwell LLP. They have presented data
points from various perspectives, such as year, geography, or bribery range.
However, the underlying causes and contextual factors remain underexplored. Hence,

the research is focused on enhancing industry-specific literature.

1.2 Research Objectives and Central Question

1.2.1 Research Objective

The research explored the journey of investigations concluded against Healthcare
Companies under FCPA from 2000 to 2023 (‘Period’), i.e., broadly, the duration when
the U.S. Agencies were actively concluding investigations under FCPA, as well as the
years following the OECD Convention. A trend analysis was conducted of
investigations concluded against Healthcare Companies under FCPA during the
Period by the U.S. Agencies vs. the overall investigations (irrespective of the industry
and including those against Healthcare Companies). The research examined the fact

patterns of the concluded investigations, the interpretation of provisions relied upon



by the U.S. Agencies, background circumstances, contributing factors, the approach

of the U.S. Agencies, and suggested a way forward.

1.2.2 Research Question

The central question of the research is “What were the trends of investigations
concluded against Healthcare Companies between 2000 and 2023 under the U.S.
Foreign Corrupt Practices Act, 1977, and the contributing factors?” (hereinafter

referred to as ‘Central Question’).

During the research, the following hypotheses were tested:

Hypothesis 1: The number of investigations concluded against the Healthcare

Companies under FCPA during the Period by U.S. Agencies increased more than the

overall investigations.

Hypothesis 2: The unique structure of the Healthcare Industry contributed towards

the increase in the investigations concluded against Healthcare Companies under

FCPA during the Period by U.S. Agencies.

Hypothesis 3: The U.S. Agencies acted beyond the objectives of the FCPA in their

investigations against Healthcare Companies and targeted them during the Period.

1.3 Significance of the Research

As noted, there is a lack of industry-specific literature on FCPA, especially for the

Healthcare Industry. With around 5 decades of FCPA enforcement experience and



each industry's unique complexity, academic research should shift focus from a broad
discussion on FCPA to its implications on an industry and understand industry-
specific risks. There is a need to identify the investigations concluded against an
industry, the commonality between those investigations, and the contributing factors.
Once this information is available, the industry will have better insight. It will help
improve its compliance programs, enhance business practices, and combat
corruption. Additionally, it can sensitize the U.S. Agencies about the peculiarities of
an industry, maintain a check on their actions, and fight any negative perception

about them or their perception of an industry.

Moreover, an increasing number of countries are adopting extra-territorial anti-
corruption laws, either of their own volition and/or as required under the OECD
Convention (Edwards, n.d.). United Kingdom, Germany, Canada, France, Brazil, and
the United Arab Emirates, to name a few (Edwards, n.d.). This research can be a
reference point for them when working on matter/s related to Healthcare Companies
(Edwards, n.d.). It will also assist the researcher (and professionals like her) in risk
analysis, enhance organizational awareness, and contribute to a robust compliance

program against corruption.



Chapter 2 Literature Review

The research started with a review of the chronological database issued by the U.S.
Agencies detailing their concluded investigations under the FCPA (U.S. Securities and
Exchange Commission, 2024; U.S. Department of Justice, 2025). The database is
direct information from a party to the action and was used to create additional
datasets for the research. While it served as a good starting point and was helpful for
guantitative analysis yet there was limited information on the background against
which these investigations were concluded. For example, there was a peak in the
number of investigations concluded against Healthcare Companies under the FCPA
by U.S. Agencies in 2016 (U.S. Securities and Exchange Commission, 2024). The
research took the findings further to identify the factors contributing to any observed
trends of concluded investigations against Healthcare Companies. The literature

discussing FCPA and the Healthcare Industry was reviewed to understand the factors.

2.1 Liberal Interpretation of FCPA

Broadly stating, FCPA is a U.S. federal law that focuses on cross-border corruption,
jointly enforced by U.S. Agencies (Foreign Corrupt Practices Act 1977). It prohibits
certain entities and persons from paying or offering to pay anything of value to a
foreign government official to obtain or retain business, commonly referred to as
anti-bribery provisions (Foreign Corrupt Practices Act 1977; Korkor & Saleem, 2012).
Some existing literature indicates that FCPA has been interpreted liberally and, at
times, aggressively, especially the interpretation of the term “foreign official”
(Koehler, 2023). In the article “The FCPA, Foreign Agents, and Lessons from the
Halliburton Enforcement Action”, the scholar notes that “the enforcement agencies
will consider every single employee of the company to be a “foreign official” for
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purposes of the FCPA, regardless of how local law may characterize the employee”
(Koehler, 2023, p. nd). While the article refers to local law interpretation, it does not
extend the argument to explore whether such an interpretation of “foreign official”

should fall under the affirmative defences allowed under FCPA.

Nonetheless, this research examines the interpretation of the term “foreign official”
in investigations concluded against Healthcare Companies under the FCPA by U.S.
Agencies during the Period, including HCPs employed by government-owned
healthcare institutions. The research indicated that the U.S. Agencies have interpreted
HCPs working with the foreign government or any institution owned by or affiliated
with the foreign government (fully or partially) as “foreign officials” (U.S. Securities
and Exchange Commission, 2024; U.S. Department of Justice, 2025). This
interpretation has been consistent since its first enforcement against a Healthcare
Company in 2002 (U.S. Securities and Exchange Commission, 2002). A more
thorough analysis is required when the recipient of the bribery has multiple
affiliations (Pacific Strategies and Assessments, 2020). For example, in the Schering-
Plough Corporation investigation under FCPA, the director of the Silesian Health Fund
also led a charitable organization (U.S. Securities and Exchange Commission, 2004).
In this case, the position of ‘director’ and the fact that Silesian Health Fund was a
regional government health authority in Poland rendered the alleged bribery recipient
a “foreign official” (U.S. Securities and Exchange Commission, 2004). However, when
an alleged bribery recipient is not an employee but a consultant with the foreign
government, identifying them as a “foreign official” is more challenging (Pacific

Strategies and Assessments, 2020).

The FCPA further mandates that companies with securities listed in the U.S. maintain

accurate books and records of the companies’ transactions and keep an adequate



system of internal accounting controls (Securities Exchange Act, 1934; Foreign
Corrupt Practices Act, 1977; Criminal Division, U.S. Department of Justice, 2025). The
article “No Smoke and No Fire: The Rise of Internal Controls Absent Anti-bribery” was
a relevant read (Woody, 2017). It is a well-researched article presenting the argument
that the U.S. Agencies are liberally interpreting the internal control provisions under
Section 13(b)(2)(B) of the Securities Exchange Act of 1934 [15 U.S.C. § 78dd-I]
(‘Exchange Act’) (Woody, 2017). The article centers on the argument that there was
excessive reliance on internal control provisions in the investigations under the FCPA
(Woody, 2017). However, it fails to provide relevant examples. The article mentions
investigations against BHP Billiton, Oracle, and Mead Johnson, but none of these
examples were focused only on the internal controls provision under Section
13(b)(2)(B) of the Exchange Act (U.S. Securities and Exchange Commission, 2024; U.S.

Department of Justice, 2025).

The FCPA read with the Exchange Act allows the U.S. Agencies to conduct an
investigation individually or collectively for violations of books and records under
Section 13(b)(2)(A) of the Exchange Act, failure to maintain a reasonable internal
controls system under section 13(b)(2)(B) of the Exchange Act or violation of anti-
bribery provisions under section 30A of the Exchange Act, and the same has also
been admitted in the article (Securities Exchange Act 1934, Foreign Corrupt Practices

Act, 1977, Woody, 2017).

The research did not identify any investigations concluded against Healthcare
Companies that relied solely on the violation of the internal control provision under
Section 13(b)(2)(B) of the Exchange Act (U.S. Securities and Exchange Commission,
2024; U.S. Department of Justice, 2025). However, the research analyzes the trend of

the reliance on provisions related to the maintenance of accurate books and records,



a reasonable internal control system, and anti-bribery in the investigations concluded
against Healthcare Companies during the Period by the U.S. Agencies (Securities
Exchange Act, 1934). It further explores whether this reliance was to achieve the

objectives of the FCPA as part of Hypothesis 3.

2.2 Extra-Territorial Jurisdiction

The U.S. Agencies have also been criticized for liberally interpreting provisions
providing them extraterritorial reach and for excessively assuming jurisdiction (U.S.
Department of Justice & U.S. Securities and Exchange Commission, 2020; Acorn,
2021). FCPA applies to U.S. companies and natural persons, companies and natural
persons acting within U.S. territory, and U.S. and foreign companies listed on U.S.
stock exchanges or required to file reports with the SEC (Foreign Corrupt Practices
Act, 1977; U.S. Department of Justice & U.S. Securities and Exchange Commission,
2020). Various scholars have discussed and examined the extraterritorial application
of the FCPA (Acorn, 2021; Christensen, et al., 2022). The U.S. Agencies assumed
jurisdiction in investigations against the Healthcare Companies on the basis that they
were listed on U.S. stock exchanges or required to file reports with the SEC (U.S.
Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025). This
helped explore the contributing factors behind any change in trend in investigations
concluded against Healthcare Companies during the Period under Hypothesis 2, and
to test whether the U.S. Agencies acted consistently with the objectives of FCPA under

Hypothesis 3.

The article “Law and Politics in FCPA Prosecutions of Foreign Corporations” was
reviewed on the same topic (Acorn, 2021). It addressed the extraterritorial reach of

FCPA as well as the sovereignty of the country/ies where the alleged corruption act



took place (‘Host Country/ies’) (Acorn, 2021). The article indicated that political
reasons (such as protecting the domestic market and regulatory regime) have
prompted the U.S. to assume extraterritorial jurisdiction freely (Acorn, 2021). This
aspect was also highlighted in “No Smoke and No Fire: The Rise of Internal Controls
Absent Anti-bribery” (Woody, 2017). This proposition has been largely debunked
(Perlman & Sykes, 2017). Many scholarly works tend to support the proposition that
enforcing FCPA has put U.S. businesses at a competitive disadvantage in securing

business opportunities, as further explored in Hypothesis 2 (Perlman & Sykes, 2017).

This article further brought up an interesting dimension, that non-American/foreign
companies have paid most of the sanction amount under FCPA for political reasons
(Acorn, 2021). However, the article lacks data on the size of the penalized company,
the extent of the allegations, the duration for which alleged wrongdoings were
continued, the illegal benefit made by the penalized company, the compliance
program that the penalized company had in place, whether it was voluntary
disclosure, among other factors. Without a full review of these data points, it is very
difficult to understand and believe that such high penalties on non-American
companies were for reasons beyond the fight against corruption. Further, the article
recognizes that it is tough to identify what companies fall under the category of a
foreign company (Acorn, 2021). This research did not delve into whether a company
is a “foreign company” or not but examined whether the Healthcare Companies were

targeted due to their financial capacity (i.e., “deep pockets”) in Hypothesis 3.

2.3 Exceptions and Affirmative Defenses

The research further explores the exception and affirmative defenses allowed under

the FCPA. The FCPA permits one exception, being payments made or offered for

10



routine government actions that are non-discretionary, examples being obtaining
permits, licenses, etc. (Foreign Corrupt Practices Act, 1977; Criminal Division of the
U.S. Department of Justice; Enforcement Division of the U.S. Securities and Exchange
Commission, 2020). The FCPA further includes the following two affirmative

defenses:

i.  The action was “lawful under the written laws” in the foreign official’s country
(Foreign Corrupt Practices Act 1977, p. 2).

ii. The action was done as part of “reasonable and bona fide expenditure” related
to “the promotion, demonstration, or explanation of products or services” or
“execution or performance of a contract with a foreign government or official”

(Foreign Corrupt Practices Act 1977, p. 2).

The article “The FCPA & Corporate Philanthropy: Rethinking the Regulations” by
Francesca Pisano explicitly examines the FCPA's application to international corporate
charity, while exploring affirmative defenses and suggesting a safe-harbor (Pisano,
2013). It noted that “FCPA’s ambiguous nature has the unfortunate effect of being
both over- and under-inclusive, discouraging bona fide charity while at the same time
failing to capture corrupt donations” (Pisano, 2013, p. 607). The research agrees with
the author's assertion that certain activities need clarification. The lack of clarity and
strict actions by the U.S. Agencies can create hesitation among companies to conduct
bona fide activities, especially the activities that fall under exceptions and affirmative
defenses allowed under FCPA (Pisano, 2013). The author has cited some examples
to support the arguments made in the article. Upon a detailed review of the examples,
it was noted that they have not been used correctly. The article referred to the
investigation against Schering-Plough (U.S. Securities and Exchange Commission,

2004). It stated that the settlement in the investigation against Schering-Plough in

11



2004 and the Opinion Release given by the DQOJ in 2009 are contradictory (Pisano,
2013). However, the facts underlying the Schering Plough investigation and those
that formed the basis of the Opinion Release in 2009 differed (U.S. Securities and
Exchange Commission, 2004; U.S. Department of Justice, 2009). In the Schering
Plough investigation, it was alleged that donations were made to a foundation created
for restoring castles and historic sites (U.S. Securities and Exchange Commission,
2004). The donation was allegedly made to influence the decision of the director of
the Silesian Health Fund, who was also the founder and director of the foundation
(U.S. Securities and Exchange Commission, 2004). There was an alleged
mischaracterization in books and records as well as circumvention of internal policies
(U.S. Securities and Exchange Commission, 2004). Whereas in the Opinion Release of
2009, the facts were to donate 100 medical devices for quality testing to multiple
foreign governmental medical institutions for the use of patients under strict

guidelines and accurate documentation (U.S. Department of Justice, 2009).

2.4 Efficacy of FCPA

With criticism like over- and under-inclusivity of the FCPA, such as in the article “The
FCPA & Corporate Philanthropy: Rethinking the Regulations” by Francesca Pisano,
literature on the efficacy of the FCPA was examined (Pisano, 2013). The article “The
FCPA and the OECD Convention: Some Lessons from the U.S. Experience” explores
whether the OECD Convention is more successful than the FCPA (Darrough, 2010). It
was interesting to note the comparison between the two, as well as the
recommendations for other tools, like corporate governance, in the fight against
corruption (Darrough, 2010). The article states that factors like the Watergate scandal
and trade growth increased corruption risk and necessitated acts like the FCPA

(Darrough, 2010). However, comparing the OECD Convention and FCPA is

12



unreasonable and is apples-to-oranges (Katzarova & Ansart, 2021). The article admits
that its analysis of the efficacy of FCPA may not be comprehensive and absolute
(Darrough, 2010). This research does not compare the OECD Convention and the
FCPA. It is focused on analyzing various factors that existed during the Period that
may have contributed to allegations and investigations against Healthcare Companies
under the FCPA and whether the U.S. Agencies worked to satisfy the objectives of the

FCPA.

In addition to the above, several other articles and reports on FCPA and the Healthcare
Industry were explored during the research. The different chapters of the thesis

elaborate on or refer to them.
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Chapter 3 Methodology

This chapter outlines the research design and methodology employed to test the
three related hypotheses and answer the Central Question. It provides details such as
the research strategy, data collection tools, and research methodology. It further

includes the ethical considerations observed in this research.

3.1 Research Methodology

The research primarily relies on a quantitative methodology, following the deductive
and explanatory approach. It follows a single loop of the cycle. The research is aimed
to be objective in nature. Another dimension to the research was added by
supplementing it with elements of qualitative research. For example, an anonymous
self-completion survey (‘Survey’) was issued during the research using a substantial
sample size. The Survey contained a mix of closed and open-ended questions related
to the Central Question and the three Hypotheses. The data gathered from the closed-
ended questions were analyzed through the quantitative method, and the responses
received through the open-ended questions were examined using the qualitative
method. The research further uses sources like news and reports. It refers to
statements and opinions of officials of U.S. Agencies published in press releases,

interviews, etc., for an academic and non-academic outlook.

The research was conducted carefully while triangulating elements of qualitative
research with predominantly quantitative research. This was deliberately done to give
a holistic approach to the research and understand the measurable data while

considering the underlying reasons and opinions.
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3.2 Data Collection Methodology

3.2.1 Type of Data

3.2.1.1 Primary Data

The research frequently relied on primary data gathered from the following sources:

i. Chronological database issued by the U.S. Agencies detailing the investigations

concluded under the FCPA during the Period.

ii. Survey with compulsory closed-ended and optional open-ended questions for a

large sample size.

iii. Statutes, including the FCPA, the Exchange Act, and U.S. domestic law.

3.2.1.2 Secondary Data

The research also refers to secondary data sources, including but not limited to

existing academic literature, grey literature, reports, news articles, websites, and

online sources.

3.2.2 Data Collection Tool

3.2.2.1 Chronological database issued by the U.S. Agencies of the investigations

concluded under the FCPA during the Period

The research used the database of the investigations concluded by the SEC and the

DOJ under the FCPA. The number of investigations concluded by each authority
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against Healthcare Companies was collated for every year of the Period. They were
then added to give a total number of investigations concluded against Healthcare
Companies. If a company had investigations initiated by both the DQJ and SEC, it was
considered as one investigation. For instance, the DOJ and SEC initiated separate
investigations against Pfizer Inc. under the FCPA (Stanford Foreign Corrupt Practices
Act Clearinghouse, 2025). It was considered as one investigation for the dataset used
in the research. Further, investigations initiated against a company’s officials were
not included in these totals. Similar logic was applied when calculating the number
of overall investigations concluded under the FCPA during the Period. The total
number of investigations against Healthcare Companies and overall investigations
were then used to derive data sets on different variables. To understand the trend of
investigations, comparisons were done between three time frames of 8 years each,
i.e., 2000-2007 (‘Phase 1’), 2008-2015 (‘Phase 2’), and 2016-2023 (‘Phase 3’). The

Period was divided into this timeframe due to the following reasons:

i. Equal division of years for a fair comparison.

ii. 2000 was the year following the OECD Convention (Organisation for Economic
Co-operation and Development, 1999).

iii. A Landmark sanction amount on Siemens Aktiengesellschaft of over USD 800
million related to violations of the FCPA was imposed in 2008 (U.S. Securities and
Exchange Commission, 2024; U.S. Department of Justice, 2025).

iv. A surge of investigations concluded under the FCPA in 2016, but also lean
periods like Covid-19 (U.S. Securities and Exchange Commission, 2024; U.S.
Department of Justice, 2025).

v. The ending year has been taken as 2023, as this research was initiated in the
middle of 2024, and it was not possible to include 2024 with limited information

on investigations for that year.
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The data patterns derived from the U.S. Agencies’ database are showcased under

Graphs 1 - 7.

Further, multiple investigations concluded by U.S. Agencies were quoted throughout
the research. All the quoted investigations are related to the Healthcare Industry, as

this research aims to create industry-specific literature.

3.2.2.2 Anonymous Self-Completion Survey

An anonymous Survey was issued during the research. It was conducted to solicit data
from the participants' knowledge and understanding of the investigations concluded
against Healthcare Companies during the Period. The Survey results were then used
to explore aspects of three hypotheses and test them against the research findings.
It helped support the research findings or identify asymmetry between the current
research based on the data patterns derived from the database of the concluded
investigations by U.S. Agencies, read with various academic and non-academic

literature, and the participants’ knowledge.

The Survey contained 21 questions listed in the Appendix for reference. Four
guestions were designed to understand participants’ background, such as “What is
your current role in your organization?” without seeking personal private information.
Then, seven were compulsory closed-ended questions, and 10 were optional open-
ended questions. The closed questions included ‘Yes/No/Choose not to Answer’
responses. Most open-ended, optional questions were follow-up questions with one

multiple-choice question. It allowed the participants to elaborate on their answers.
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Below is an example:

“Do you believe that the healthcare companies are targeted more often than
companies from other industries under the FCPA? *

Mark only one oval.

C) Yes
O™
C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

The questions were published on Google Forms. Google Forms was used as it allowed
accessibility and ease of use (for both the participants as well as the researcher) while
ensuring complete anonymity. The survey was open for participation for three weeks
(from 3 to 24 March 2025) and was shared through email, WhatsApp, and social
media platforms like LinkedIn. It was difficult to encourage the public to participate
in the Survey, despite it being anonymous. Repeated efforts were made to reach the

broadest possible group to ensure the research received varied vantage points.

Seventy-three participants, including lawyers, compliance officers, governmental
affairs leaders, and general managers, responded to the Survey. The majority of the
participants were from the Healthcare Industry, as indicated by responses to question

2 of the Survey. A reference may be made to Figure 1. To better understand
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participants' experience, question 3 of the Survey related to their tenure in their
current position was raised. 52.1% of the participants had been in their current
position for 5 years or less; a reference may be made to Figure 2.

Figure 1

What is the industry that you are currently working in?

73 responses

A

@ Healthcare Industry @ Consulting that also caters to healthca..

0 Lega @ Agribusiness

orm @ Energy and power

@ 0i 8Gas © Legal & compliance acvisoy o the P, @ Cuentum computng
@ LOGISTICS  Consulting [ ] Phannaoegt\cal

@ Interational trade law @ Energy © Legel Snvies

@ Legal Services with a focus on IP, TM... @ Financial institution : ::\(::sle ——
@ Consulting, focused on health and life... @ Other

Figure 2

How many years have you been in the current position?
73 responses

@ 5 years and below
@ 5to 10 Years
@ above 10 Years

The public’s participation was conditional on their knowledge of the FCPA, and a
specific question was asked to verify this. In cases where participants responded that

they did not have the knowledge of the FCPA, the Survey automatically ended.
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Accordingly, the Survey ended for 10 participants (out of 73 participants) without
completing it. Sixty-three participants were allowed to participate in the complete
Survey (hereinafter referred to as ‘Survey Participants’). The Figure 3 gives a
snapshot of the number of responses received for each question of the Survey.

Figure 3

Number of Participants

Question 21
Question 20 =———————
Question 19
Question 18 — — —————
Question 17
Question 16  ——
Question 15
Question 14 m———
Question 13
Question 12  =—
Question 11
Question 10 =———————
Question 9
Question 8
Question 7
Question 6
Question 5
Question 4
Question 3
Question 2
Question 1

The Survey responses have been used throughout the research in different forms,
such as graphical presentations (Figures 1 - 11) or direct quotes. Since the research
has extracted the quotes directly from the Survey, any typographical errors originally
in the quotes have not been corrected to maintain their authenticity. Further, the

chronology of the Figures does not follow the same order as the Survey questions.

3.2.2.3 Academic Literature

The research used a broad-to-narrow strategy for identifying and selecting academic

literature. It started by reviewing broad topics to better understand FCPA and the

Healthcare Industry, among other issues. Then, it narrowed the scope to the literature
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relevant to the Central Question and the three hypotheses, the collated data, and the
related conceptual framework, such as liberal interpretation of law and extraterritorial

reach.

3.3 Research Strategy

3.3.1 Hypothesis 1

As part of the first hypothesis, the investigations concluded against Healthcare
Companies were compared to the overall investigations concluded under the FCPA by
the U.S. Agencies during the Period. The analysis considered the following data

points, which are reflected in Graphs 1 to 5.

i. The absolute number of investigations concluded against Healthcare Companies
vs. the overall investigations concluded under the FCPA between the three phases
of the Period.

ii. The percentage of investigations concluded against Healthcare Companies
relative to the overall concluded investigations under the FCPA between the three
phases of the Period.

iii. Year-on-year analysis of the investigations concluded against Healthcare

Companies and the overall investigations under the FCPA.

The hypothesis was also examined in the context of the environment that existed
during the Period, supported by other secondary data such as academic literature,
news, speeches, and reports. Survey results were also referred to while concluding

Hypothesis 1.
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3.3.2 Hypothesis 2

The second hypothesis is related to the factors that contributed to the trend of
investigations concluded under the FCPA against Healthcare Companies. The
research delved into secondary data to identify these contributing factors. This
Hypothesis is not aimed at testing the causal link to the results of Hypothesis 1, but
at identifying contributory factors. The structure of the Healthcare Industry was
examined to determine whether it heightened FCPA risks for the Healthcare Industry.
Other elements, such as politics, economics, and perception, were also discussed
with the help of Survey results and the existing literature. The research for Hypothesis

2 was then connected to Hypothesis 1 to add the relevant context.

3.3.3 Hypothesis 3

For the third hypothesis, the reaction of U.S. Agencies in the investigations conducted
against the Healthcare Companies was examined. The concepts of liberal
interpretation of statutes and the extra-territorial reach of the FCPA were explored,
as well as whether these concepts were exaggerated in investigations against
Healthcare Companies under the FCPA. Factors such as lack of judicial scrutiny,
particulars of settlement orders, personal agenda of the officials of U.S. Agencies,
and their power to conduct industry sweeps were checked. Consequently, it was
tested whether the U.S. Agencies acted beyond the objectives of the FCPA and if they
targeted Healthcare Companies. The research refers to and relies upon the results
of the first and second hypotheses for testing Hypothesis 3. Again, the research and

conclusion of Hypothesis 3 were supplemented with the Survey results.
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3.4 Ethical Consideration

The researcher is part of the legal and compliance department of a Healthcare
Company. She has conducted the research neutrally and independently, without
undue influence from her current employer or colleagues. The researcher has
maintained academic honesty. No personal information of the Survey Participants was
sought. Full disclosure was made while inviting the public to participate in the Survey,

and participation was entirely voluntary.
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Chapter 4 Research Findings

4.1 Hypothesis 1: The number of investigations concluded against Healthcare
Companies increased more than the overall investigations concluded

during the Period under FCPA by the U.S. Agencies.

This hypothesis aims to test the trend in investigations concluded against Healthcare
Companies compared to the overall investigations concluded by the U.S. Agencies
under the FCPA during the Period. To do so, the collated numbers were put in

different data patterns.

4.1.1 Comparison of the number of investigations between the Phases

4.1.1.1 Absolute number comparison

Upon a comparison of the absolute number of investigations concluded against
Healthcare Companies under the FCPA by the U.S. Agencies between the three phases,
it was noted that these investigations increased from 7 in Phase 1 to 15 in Phase 2,
and then 20 in Phase 3 (U.S. Securities and Exchange Commission, 2024; U.S.
Department of Justice, 2025). The number of overall investigations concluded by the
U.S. Agencies under the FCPA increased from 51 in Phase 1 to 123 in Phase 2 and
129 in Phase 3 (U.S. Securities and Exchange Commission, 2024; U.S. Department of
Justice, 2025). There was an increase in both the number of investigations against
Healthcare Companies and in overall investigations during the three phases of the

Period. A reference may be made to Graph 1.
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Graph 1

Phase 3

Phase 2

Phase 1

0 20 40 60 80 100 120 140

m Number of investigations concluded against Healthcare Companies by
the U.S. Agencies under FCPA during the Period

m Number of investigations concluded by the U.S. Agencies under FCPA
during the Period

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

A comparison was then made between Phases 1 and 2 and Phases 2 and 3. A
consistent increase was noted in investigations concluded against Healthcare
Companies under the FCPA from Phases 1 to 2 and Phases 2 to 3. On the other hand,
there was a sharp increase in the overall investigations concluded under the FCPA
from Phases 1 to 2. Increase continued from Phases 2 to 3, but at a lower rate. A
reference may be made to Graph 2. The increase in overall investigations in Phase 2
and onwards coincides with the landmark sanction amount of over USD 800 million
imposed on Siemens Aktiengesellschaft in 2008 for violations of the FCPA (U.S.
Securities and Exchange Commission, 2008). Further, the SEC formed a specialized
unit known as the Foreign Corrupt Practices Act Unit within its Enforcement Division
in 2010, focusing on enforcing the FCPA (U.S. Securities and Exchange Commission,
2024). Thereby, providing further resources to the SEC to pursue investigations under

the FCPA.

25



Graph 2
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Phase 1 and Phase 2 Phase 2 and Phase 3
mIncrease in the number of investigations concluded by U.S. Agencies
under FCPA during the Period
mIncrease in the number of investigations concluded by U.S. Agencies
against Healthcare Companies under FCPA during the Period

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)
4.1.1.2 Percentage Comparison of the Investigations

To understand whether the increase in the number of concluded investigations
against Healthcare Companies by the U.S. Agencies under the FCPA during the Period
was more than that of the overall concluded investigations, a percentage comparison

was conducted for each phase of the Period.

It was noted that the number of investigations concluded against Healthcare
Companies by the U.S. Agencies under the FCPA constituted 13.73% of the overall
investigations in Phase 1. It dropped to 12.2% in Phase 2 and increased again to 15.5%

in Phase 3. A reference may be made to Graph 3.
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Graph 3

Percentage of investigations concluded
against Healthcare Companies vs. overall
investigations concluded under FCPA
during the Period

20.00%
15.00%
10.00%

5.00%

0.00%
Phase 1 Phase 2 Phase 3

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

A comparison was then made between Phases 1 and 2 and Phases 2 and 3. The
percentage increase in overall concluded investigations between Phases 1 and 2 was
higher than that of Healthcare Companies, but lower between Phases 2 and 3. Hence,

no consistent trend could be identified. Reference may be made to Graph 4.

Graph 4
70.00%
60.00%
50.00%
40.00%
30.00%
20.00%
10.00%
0.00% L
Phase 1 and Phase 2 Phase 2 and Phase 3

mPercentage increase in investigations concluded by U.S.

Agencies under FCPA o
mPércentage increase in investigations concluded by U.S.

Agencies against Healthcare Companies under FCPA

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

27



4.1.1.3 Results from the comparison of numbers and percentages

The comparison in absolute numbers and percentages between the investigations
concluded against Healthcare Companies and overall investigations between the
three phases by the U.S. Agencies under the FCPA did not show any consistent
pattern, despite being analyzed under four different data models. Hence, a year-on-

year data analysis was done to understand the pattern further.

4.1.2 Year-on-Year analysis of the number of concluded investigations

The total number of investigations concluded against Healthcare Companies in each
year of the Period was compared with the overall investigations concluded by the U.S.
Agencies under the FCPA. The year-on-year analysis indicated that an increase in the
number of investigations concluded against Healthcare Companies was neither
directly nor inversely proportional to the number of overall investigations concluded
during the Period. For example, the number of investigations concluded against
Healthcare Companies decreased from 2 to 1 between 2005 and 2006, but increased
for the overall investigations concluded during these years (U.S. Securities and
Exchange Commission, 2024; U.S. Department of Justice, 2025). A reference may be

made to Graph 5.

(Graph on next page)
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Graph 5
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(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

Interestingly, a significant number of investigations against Healthcare Companies
were concluded between 2009 and 2020 under the FCPA. Thereafter, there were no
investigations against Healthcare Companies in 2021 and 2022 (U.S. Securities and
Exchange Commission, 2024; U.S. Department of Justice, 2025). In 2023, a total of
13 investigations were concluded, of which two were against Healthcare Companies

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025).

4.1.2.1 Industry Sweep by U.S. Agencies against Healthcare Companies

From various articles, speeches, and press releases, it was noted that the

investigations against Healthcare Companies between 2009 and 2020 were part of

an industry sweep conducted by U.S. Agencies under the FCPA (Crowell & Moring,

2009; U.S. Securities and Exchange Commission, 2012).
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“Industry sweeps are investigations that grow out of perceived FCPA violations by one
company that enforcement agencies believe may reflect an industry-wide pattern of
wrongdoing” (Moyer, 2012, p. n.d.). The “industry sweep” trend was first set under
the FCPA when the SEC concluded an investigation against Panalpina, Inc. (U.S.
Securities and Exchange Commission, 2010). The SEC then targeted six other
companies, including Pride International Inc., Tidewater Inc., Transocean, Inc.,
GlobalSantaFe Corp., Noble Corporation, and Royal Dutch Shell plc, which were doing
business with a subsidiary of Panalpina, Inc. (U.S. Securities and Exchange
Commission, 2010). All these companies were in the oil services and freight
forwarding industry (U.S. Securities and Exchange Commission, 2010). These
investigations led to cumulative sanctions amounting to USD 236.5 million by 2010

(U.S. Securities and Exchange Commission, 2010).

The next focus of the sweep was the Healthcare Industry between 2009 and 2020
(Crowell & Moring, 2009; U.S. Securities and Exchange Commission, 2012). This
industry sweep against Healthcare Companies appears to have been catalyzed by the
alleged corruption in the United Nations Oil for Food Program for Iraq (‘Program’).
The Program was established in 1995 to temporarily ease the negative consequences
suffered by the Iraqi civilians due to sanctions imposed by the United Nations (‘U.N.”)
on Irag (United Nations, n.d.). Under this Program, Iraqg sold oil in exchange for basic
supplies, including food and medical products (United Nations, n.d.). The Iraqi
government was responsible for procuring medical products and distributing them

across different governorates and U.N. warehouses in Irag (United Nations, n.d.).

Multiple Healthcare Companies that participated in the Program were investigated by
the U.S. Agencies, including Akzo Nobel N.V., Johnson & Johnson, General Electric,

and Novo Nordisk A/S (U.S. Securities and Exchange Commission, 2007; U.S.
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Securities and Exchange Commission, 2009; U.S. Securities and Exchange
Commission, 2009; Securities and Exchange Commission v. Johnson & Johnson,
2011). The typical fact pattern among these investigations was that the Iraqi
government allegedly demanded a kickback of 10% of the contract price from the
suppliers to be awarded a government contract(U.S. Securities and Exchange
Commission, 2007; U.S. Securities and Exchange Commission, 2009; U.S. Securities
and Exchange Commission, 2009; Securities and Exchange Commission v. Johnson &
Johnson, 2011). The kickback was referred to as an after-sales service fee (‘ASSF’),
but no service was provided (U.S. Securities and Exchange Commission, 2007; U.S.
Securities and Exchange Commission, 2009; U.S. Securities and Exchange
Commission, 2009; Securities and Exchange Commission v. Johnson & Johnson,
2011). “The inflated contract prices were incorporated into the QOil for Food contracts
as a way to permit the suppliers to recover from the United Nations Escrow Account
the kickback payments they had paid secretly to Iraq” (Securities and Exchange
Commission v. Johnson & Johnson, 2011, p. 15). Except for Johnson & Johnson, all
these investigations were focused solely on Iraqg as a Host Country (U.S. Securities
and Exchange Commission, 2007; U.S. Securities and Exchange Commission, 2009;
U.S. Securities and Exchange Commission, 2009; Securities and Exchange

Commission v. Johnson & Johnson, 2011).

In 2009, three senior DOJ officials separately remarked that the DOJ was focusing on
the Healthcare Industry and its interaction with foreign officials (Crowell & Moring,
2009). The same year, the DOJ assembled a team of experts from the healthcare fraud
unit and its FCPA unit (Crowell & Moring, 2009). In a 2012 press release related to
the investigation conducted against Biomet Inc, the then Chief of the Enforcement
Division’s Foreign Corrupt Practices Act Unit, Kara Novaco Brockmeyer, stated that

“Biomet’s misconduct came to light because of the government’s proactive
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investigation of bribery within the medical device industry” (U.S. Securities and
Exchange Commission, 2012, p. n.d.). Thereby, confirming sweep against the

Healthcare Industry.

The U.S. Agencies have continued conducting “industry sweeps” on other industries.
In 2017, the DQJ initiated an industry sweep with other authorities on international
commodities trading companies, including Sargeant Marine Inc., Vitol Inc., Glencore
International AG, Freepoint Commodities LLC, Gunvor S.A., and Trafigura Beheer B.V.
(U.S. Department of Justice, 2024). This resulted in over USD 1.7 billion in sanctions
amount (U.S. Department of Justice, 2024). In 2024, Bloomberg reported that the SEC
was sweeping the technology industry and seeking information from publicly traded
technology companies about their relationships with their business partners and
distributors across various regions (Willmer, 2024). In question 15 of the Survey, the
Survey Participants were asked if they were aware of “industry sweeps”. Interestingly,
the majority (54%) of the Survey Participants were unaware of this concept, as
indicated in Figure 4, and no criticism regarding this approach was received in the

open-ended question 16 of the Survey

Figure 4

Are you aware of DOJ and SEC supposed practice of conducting “industry sweeps” whereby they

concentrate efforts on an industry in an attempt to detect FCPA violations?
63 responses

® Yes
® No

Choose not to answer
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4.1.2.2 Peaks of investigation concluded against Healthcare Companies

Industry sweeps don’t often lead to investigations being concluded in the same year,
but can span over several years (U.S. Department of Justice, 2024). The average length
of an FCPA-related investigation (from initiation to conclusion) is around 39 months
(Stanford Foreign Corrupt Practices Act Clearinghouse, 2025). Hence, the peak of
settlements with the Healthcare Industry under the FCPA was noted in 2012 (5 out of
12 investigations were against Healthcare Companies), followed by 2016 (8 out of 32
were against Healthcare Companies), and 2020 (4 out of 13 were against Healthcare
Companies), while the industry sweep seems to have been initiated around 2009
(Stanford Foreign Corrupt Practices Act Clearinghouse, 2025). A reference may be

made to Graph 5.

4.1.2.3 Commonality

A further examination of the investigations concluded against Healthcare Companies
in 2012, 2016, and 2020 indicated multiple commonalities between each year's

investigations.

e The 5 Healthcare Companies that had investigations concluded in 2012 were
Eli Lilly and Company, Pfizer Inc., Orthofix International, Biomet Inc., and Smith
& Nephew PLC (U.S. Securities and Exchange Commission, 2024; U.S.
Department of Justice, 2025)

o 3 (Orthofix International, Biomet Inc., and Smith & Nephew PLC) of these 5
were medical device companies dealing in orthopedic implants (U.S. Securities
and Exchange Commission, 2012; U.S. Securities and Exchange Commission,

2012; U.S. Securities and Exchange Commission, 2012)
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o

The common fact pattern across the five investigations was allegations of
bribes paid to HCPs considered as “foreign officials” under the FCPA (U.S.
Securities and Exchange Commission, 2012; U.S. Securities and Exchange
Commission, 2012; U.S. Securities and Exchange Commission, 2012; U.S.
Securities and Exchange Commission, 2012; U.S. Securities and Exchange

Commission, 2012).

The 8 Healthcare Companies that had investigations concluded in 2016 were Teva

Pharmaceutical Industries Limited, GlaxoSmithKline Plc, AstraZeneca PLC, Novartis

AG, Nordion (Canada) Inc., SciClone Pharmaceuticals, Analogic Corp., and

Olympus Latin America Inc. (U.S. Securities and Exchange Commission, 2024; U.S.

Department of Justice, 2025).

o

In 7 investigations (Teva Pharmaceutical Industries Limited, GlaxoSmithKline
Plc, AstraZeneca PLC, Novartis AG, SciClone Pharmaceuticals, Analogic Corp.,
and Olympus Latin America Inc.), there were allegations of bribes paid to HCPs
considered as “foreign officials” under FCPA (U.S. Securities and Exchange
Commission, 2016; U.S. Securities and Exchange Commission, 2016; U.S.
Securities and Exchange Commission, 2016; U.S. Securities and Exchange
Commission, 2016; U.S. Securities and Exchange Commission, 2016; U.S.
Securities and Exchange Commission, 2016; U.S. Department of Justice,

2016)

The 4 Healthcare Companies that had investigations concluded in 2020 were

Herbalife Nutrition Ltd., Alexion Pharmaceuticals, Novartis AG, and Cardinal

Health (U.S. Securities and Exchange Commission, 2024; U.S. Department of

Justice, 2025).
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o 3 investigations (Alexion Pharmaceuticals, Novartis AG, Cardinal Health),
there were allegations of bribes paid to HCPs considered as “foreign officials”
under FCPA (U.S. Securities and Exchange Commission, 2020; U.S. Securities
and Exchange Commission, 2020; U.S. Securities and Exchange Commission,

2020)

4.1.3 Conclusion on Hypothesis 1

There has been an increase in the investigations concluded against Healthcare
Companies by the U.S. Agencies during the Period under the FCPA, as noted in Graph
1. However, no consistent pattern was identified under Graphs 2 to 5 when the
number of investigations concluded against Healthcare Companies under the FCPA
by U.S. Agencies was compared with overall investigations across the three phases or
year-on-year. Hence, it cannot be affirmed that the number of investigations
concluded against Healthcare Companies by the U.S. Agencies under FCPA during the

Period was greater than the overall investigations.

Having said that, the U.S. Agencies conducted an industry sweep against Healthcare
Companies between 2009 and 2020, catalyzed by the alleged corruption by
Healthcare Companies that had participated in the Program (Crowell & Moring, 2009;
U.S. Securities and Exchange Commission, 2012; U.S. Securities and Exchange
Commission, 2024). Peaks in concluded investigations against Healthcare Companies
were noted in 2012, 2016, and 2020, as indicated in Graph 5 (U.S. Securities and
Exchange Commission, 2024; U.S. Department of Justice, 2025). These
investigations have commonalities, such as the allegation of bribes to HCPs

categorised as “foreign officials”.
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Given the above, Hypothesis 1 is partially tested positively. That is, while the number
of investigations concluded against Healthcare Companies by the U.S. Agencies under
the FCPA increased during the Period, it could not be confirmed whether the increase

exceeded the overall number of investigations.

4.2 Hypothesis 2: The unique structure of the Healthcare Industry contributed
to the increase in the investigations concluded against Healthcare

Companies under FCPA during the Period.

The number of investigations concluded against Healthcare Companies under the
FCPA by U.S. Agencies increased during the Period, as tested under Hypothesis 1.
Hypothesis 2 aims to test the factors that contributed to such an increase. It
presupposes that it was due to the unique structure of the Healthcare Industry while

exploring other elements.

4.2.1 Unique Structure of the Healthcare Industry

Healthcare is considered one of the largest and most complex sectors in the world
(Oliveira & Cim, 2024). Healthcare Companies provide services, pharmaceutical
products, medical devices, medical capital equipment, and facilities to enable the
provision of healthcare to patients, and operate under strict regulations such as
manufacturing regulations, product approval, clinical trials, pricing approvals, and
customs clearances, amongst others (Oliveira & Cim, 2024). With this complexity, the
listed elements are characteristic of the Healthcare Industry, giving it a unique

structure.

(The elements on the next page)
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i. High interaction with foreign officials, including HCPs

Healthcare Companies have consistent exposure to the government due to their sales
activities (e.g., high sales volumes to government-run healthcare facilities) and
operational activities (such as product approvals and pricing decisions) (Korkor &
Saleem, 2012). They frequently interact with HCPs, including pharmacists and
administrators of public hospitals in foreign countries, who are usually the decision-
makers or influencers for purchases made for public hospitals or pharmacies
(Ceresney, 2015). In this context, the then-acting chief of DOJ’s Fraud Section, Sandra
Moser, stated in 2017, “Investigations have revealed that Healthcare Companies
operating overseas frequently interact with state-employed doctors and foreign
public officials who work for government-owned hospitals and medical institutions.
In addition, publicly funded and administered foreign healthcare programs are
invariably run by government officials, which means that to do business in these
countries, a company must deal with government officials” (Tokar, 2017, p. n.d.).
50.7% of the Survey Participants responded in alignment with this observation in

guestion 8 of the Survey.

The U.S. Agencies have routinely pursued investigations against Healthcare
Companies on the principle that an HCP in state-run healthcare systems is a “foreign
official” subject to the FCPA'’s restrictions (Pacific Strategies and Assessments, 2020).
Some of the investigations in which HCPs were considered “foreign officials” under
the FCPA include Bristol-Myers Squibb Company, Orthofix International, and Sanofi
(U.S. Securities and Exchange Commission, 2015; U.S. Securities and Exchange
Commission, 2017; U.S. Securities and Exchange Commission, 2018). This pattern

was also observed in most investigations concluded against the Healthcare
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Companies during the peak years of 2012, 2016, and 2020, as elaborated in
Hypothesis 1. However, categorizing HCPs working with state-run healthcare
facilities as “foreign officials” is not always straightforward. It is common in the
Healthcare Industry for an HCP to have multiple affiliations or to work as a consultant
rather than an employee with a healthcare facility (Pacific Strategies and Assessments,

2020). Currently, there is little clarity regarding the categorization of such HCPs.

Due to this frequent interaction, Andrew Ceresney, the then Director of the SEC’s
Division of Enforcement at CBI’s Annual Pharmaceutical Compliance Congress in
Washington D.C. in 2015, recognized the following three activities as high risk to

Healthcare Companies (Ceresney, 2015).

a. Pay-to-Prescribe: lllicit payments or other benefits provided to HCPs of public
hospitals for prescribing certain healthcare products or choosing a specific
healthcare service. Allegations of cash payments and bonuses made to HCPs for
the prescription of the products were raised in investigations related to Biomet
Inc., Smith & Nephew PLC, and Pfizer Inc., among others (U.S. Securities and
Exchange Commission, 2012; U.S. Securities and Exchange Commission, 2012;
U.S. Securities and Exchange Commission, 2012).

b. Approval of Drugs: Payments made to secure the approval of drugs or their
inclusion in reimbursement lists. Such allegations were noted in the investigation
conducted against Eli Lilly and Company (U.S. Securities and Exchange
Commission, 2012). In investigations concluded against Herbalife Nutrition Ltd.
in 2020, there were allegations that payments and other benefits were provided
to Chinese officials in connection with obtaining sales licenses (U.S. Securities

and Exchange Commission, 2020).
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c. Charitable Donations: The investigations into Eli Lilly and Company and Stryker
Corporation alleged that donations were made in return for business (U.S.
Securities and Exchange Commission, 2012; U.S. Securities and Exchange

Commission, 2013).

ii. Promotional and Non-Promotional Activities of Healthcare Companies

Healthcare Companies often organize marketing, medical education, and scientific
activities, and invite foreign officials, including HCPs, to such activities for legitimate
business purposes, such as learning from them on new therapy areas, educating them
on the product and technology (Pacific Strategies and Assessments, 2020). However,
these interactions pose risks as the Healthcare Companies frequently provide them
with consultancy fees and/or hospitality, including meals, hotel stays, and flight
tickets to foreign officials to facilitate their participation and attendance at such

activities (Pacific Strategies and Assessments, 2020).

In multiple investigations conducted under FCPA, the U.S. Agencies have alleged that
the Healthcare Companies offered lavish and recreational trips to foreign officials for
obtaining or retaining business under the guise of supporting their participation in
marketing, medical education, and/ or scientific purposes (U.S. Securities and
Exchange Commission, 2012). Such conduct has been repeatedly considered a
violation of the FCPA, and a similar pattern was noted in the investigations against
Pfizer Inc. (U.S. Securities and Exchange Commission, 2012). A similar pattern was
also noted in investigations related to Novartis AG, where the company provided
sightseeing or recreational activities to HCPs, "walking around" money, and covered
charges at a strip club during such conferences in exchange for business (U.S.

Securities and Exchange Commission, 2020). A similar arrangement was investigated
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against 3M Company in 2023 (U.S. Securities and Exchange Commission, 2023).
Charles Cain, Chief of the SEC (FCPA Unit), has emphasized the need for Healthcare
Companies to improve such practices to balance the risk under the FCPA (Hunton,

2021).

iii. Reliance on Third Party

The Healthcare Companies often rely on local distributors for importing, distributing,
and marketing their products in international markets (Fetzer & McBride, 2020). They
further assist the Healthcare Companies in liaising with regulatory authorities for
registration and pricing of products and coordinating with allied businesses (Yang,
et al., 2018). In some countries, such as Kuwait, the law requires companies to have
a local distributor and/or agent and insists upon exclusivity (Abdul Razzaq Abdullah
& Partners, 2024). Healthcare Companies often take a stand that they don’t control
the distributors, are independent third parties, or have a principal-to-principal
relationship with them (Kelton, 2021). However, such arguments are weak in
countries like China, where the government requires principal Healthcare Companies
to undertake that distributors act as their agents of the Healthcare Company rather
than their customers (Kelton, 2021). Hence, a Healthcare Company (as a principal)
can be directly liable for the acts of the distributor (as an agent) (Kelton, 2021). The
U.S. Agencies have followed the same suit in investigations related to Smith & Nephew
PLC, Bio-Rad Laboratories, and Alere Inc. (U.S. Securities and Exchange Commission,
2012; U.S. Securities and Exchange Commission, 2014; U.S. Securities and Exchange

Commission, 2017).
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iv. Provision of Product Samples

Healthcare Companies seldom give product samples to foreign officials or healthcare
institutions to help them understand and test the product (Stokes, et al., 2021).
Allegations have been made against Healthcare Companies under the FCPA for
providing samples without legitimate justification and influencing business decisions
(Stokes, et al., 2021). An example is the investigations conducted against Sanofi in

2012 (U.S. Securities and Exchange Commission, 201 8).

v. Conducting Clinical Trials

“Another area of FCPA risk for life sciences companies stems from the significant
increase in clinical trials conducted overseas, including in markets such as India that
pose a higher risk historically from a corruption perspective. As U.S. enforcement
agencies open more investigations focused on data integrity or clinical trial fraud
outside its borders, there is an increased risk that FCPA violations may be identified
as part of those investigations. In addition, postmarked or observational studies that
do not have a legitimate scientific purpose have given rise to FCPA enforcement
actions against life sciences companies and continue to represent a significant risk”

(Correa, n.d., p. n.d.).

vi. Provision of Rebates and Discounts

It is common in the Healthcare Industry to offer discounts and rebates to distributors,
wholesalers, pharmacies, and the like (Stokes, et al., 2021). Specifically for medical
technology companies, discounts and rebates may extend to HCPs or payors who

directly purchase medical products (Stokes, et al., 2021). However, these practices
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carry a risk of being misused to improperly induce government officials to use the
company’s products, as was alleged in the investigation against Orthofix

International (U.S. Securities and Exchange Commission, 2017).

vii. Expediency of medical issues

The urgency of the provision of medical care, pandemics like COVID-19, often
hecessitates medical products to be imported into a country within short timelines
(National Academies of Sciences, Medicine, Medicine Division, Board on Global Health
and Committee on Improving the Quality of Health Care Globally, 2018). Additionally,
the demand for healthcare services is often unpredictable in any given facility or
region and usually exceeds supply (Vian, 2002). It is further compounded by product
shelf-life limitations and heavy penalties imposed for the delayed delivery of products
to government-owned hospitals (Fetzer & McBride, 2020). In such circumstances,

customs become a hot spot for bribes (Fetzer & McBride, 2020).

viii. Information Asymmetry

The Healthcare Industry suffers from information asymmetry “in terms of what
services should be provided and the price of those services. Although regulations are
in place to control the quality of services provided (e.g., limiting reimbursement),
health care markets are complicated by the frequent presence of a public-private
mixed system. Its large size, complex mix of actors, and asymmetrical information
are relatively unique to the health care sector” (National Academies of Sciences,
Medicine, Medicine Division, Board on Global Health and Committee on Improving
the Quality of Health Care Globally, 2018, p. 211). The information asymmetry creates

heavy dependency on, and discretion with, the foreign officials from both the
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consumption side (patients) and as well as the supply side (Healthcare Companies).

Thereby, making the Healthcare Industry vulnerable to abuse and corruption.

4.2.2 Other Factors

While examining the unique structure of the Healthcare Industry, other influencing

macro-elements, such as politics, economics, and perception, were also explored.

i. Political

As noted, certain researchers have indicated that the extended interpretation of the
extra-territorial reach of the FCPA protects the U.S. domestic regulatory regime and
businesses (Acorn, 2021). However, there are opposing views that enforcement of
the FCPA puts U.S. businesses at a competitive disadvantage in securing business
opportunities (Perlman & Sykes, 2017). U.S. President Trump gave similar reasoning
in his executive order of February 10, 2025, which directed a halt to the initiation of
new investigations and enforcement actions under FCPA and a review of the existing

orders for 180 days from the order date (The White House, 2025).

With respect to investigations related to Healthcare Companies, 44.4% of the Survey
Participants indicated that politics may be one of the factors behind the investigations
against Healthcare Companies in their response to question 11 of the Survey. A
reference may be made to Figure 5. Two Survey Participants in question 12 of the
Survey elaborated that “FCPA enforcement is also used in economical and political
goals” and “Public trust is key, and may influence political interference and/or

outcomes e.g., the opioid crisis in the US”.
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While it cannot be stated that the enforcement of a statute is completely immune
from political influence, the research did not find evidence to support the assertion
that politics directly impacts the trends of investigations concluded against
Healthcare Companies during the Period and the statements made by Survey
Participants. The impact of politics, if any, would be the same as any other

investigation under the FCPA, irrespective of the industry.

Figure 5

Do you believe that any of the below reasons contributed towards investigations against healthcare

companies under FCPA?
63 responses

Political

Economical 34 (54%)
Perception 38 (60.3%)
None of the above
Ineffective Compliance Due...
Impact of social media
Frequency of engagements...
| don't think there are more ...
To me its purely based on th...
more attention to health bud...
Whistleblower complaints
Human health exposure
FCPA itself is a politically mo...
Patient safety and trust in m...
High margin business with d...

8 (12.7%)

ii. Economic

Quoting World Health Organization data of 2018, Transparency International noted
that approximately USD 500 billion is lost to corruption in the healthcare business of
which is valued at around USD 7.35 trillion (Transparency International, 2025). This
enormous quantum of loss can be a reasonable factor to focus on Healthcare
Companies. However, quantifying corruption in healthcare is challenging as it is
difficult to differentiate clinical slips or human errors from losses due to

corruption(Persons, 2019). Additionally, there are conflicts of interest between
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foreign officials and the Healthcare Companies, making it nuanced to segregate
payments made as bribes from legitimate payments like consultancy fees (Persons,

2019).

In response to question 11 of the Survey, 54% of the Survey Participants voted that
there can be economic reasons for investigations against Healthcare Companies. A
reference may be made to Figure 5 above. Three of the Survey Participants elaborated
on this in question 12 of the Survey, stating, “The purpose is to make the business,
that is why there is more economical reason behind”, “FCPA enforcement is also used
in economical and political goals”, and “There might be a perception that FCPS is a
political weapon to protect US companies. But enforcement hasn’t shown a bias
towards non US companies. Hence, | believe the economical dimension is what drives

such investigations, considering the high amount fines.”

The economic elements are closely linked to the Healthcare Industry's unique
structure, such as information asymmetry, high interaction with foreign officials, and
the provision of hospitality, among others. Therefore, the direct impact of economic
elements on the trend of investigations against Healthcare Companies under FCPA

during the Period is difficult to isolate.

iii. Perception

The book “Crossing the Global Quality Chasm: Improving Health Care Worldwide”
qguotes OECD and mentions that “One-third of Organisation for Economic Co-
operation and Development (OECD) citizens and 45 percent of global citizens believe
the health sector is corrupt or very corrupt” (National Academies of Sciences,

Medicine, Medicine Division, Board on Global Health and Committee on Improving
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the Quality of Health Care Globally, 2018, p. 204). In fact, in a poll conducted in early
2000s, the Healthcare Industry was identified as one of the most corrupt sectors in

many countries (Transparency International, 2006).

60.3% of the Survey Participants, in response to question 11 of the Survey, indicated
that the perception of the Healthcare Industry was one of the factors contributing to
investigations against Healthcare Companies under the FCPA. A reference may be
made to Figure 5 above. Some Survey Participants elaborated further on the
perception factor in question 12 of the Survey. They stated “As healthcare industy
works in a highly regulated manner, there is a perception that to operate smoothly
there is going to be an intrinsic element of quid pro quo involved”, “The perception
of corruption and improper influence in the healthcare industry has likely contributed
to FCPA investigations” and “There is a general perception that Healthcare industry

conducts business in a manner where they can make more money”.

Much like the economic dimension, perception regarding the Healthcare Industry is
closely tied to the unique structure of Healthcare Companies and the frequent
interaction with foreign officials. The explanatory responses received from the Survey
Participants indicate the same. Therefore, the direct influence of perception on the
trend of investigations against Healthcare Companies under the FCPA during the

Period is difficult to isolate.

4.2.3 Conclusion on Hypothesis 2

Healthcare Companies have a unique structure shaped by factors such as frequent
interactions with foreign officials, conducting promotional and non-promotional

activities involving hospitality and consultancy fees to foreign officials, a mandate by
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the government to have sole/exclusive distributors, provision of product samples,
discount and rebate offers, information asymmetry, etc. These characteristics
collectively result in a significant exposure under the FCPA. 82.5% of the Survey
Participants agreed with this observation in their responses to question 7 of the

Survey. A reference may be made to Figure 6.

Figure 6

Do you believe that the healthcare industry has a unique structure and nature of
business that makes it more susceptible to risks under FCPA?

Unique structure and nature of business of healthcare industry may constitute
high interaction of the healthcare companies with government employed
healthcare professionals, practice of conducting promotional and non-promotional
activities, high regulatory requirements regarding approval of healthcare products,
amongst others.

63 responses

® Yes
® No

@ Choose not to answer

Multiple Healthcare Companies were investigated during the industry sweep
conducted between 2009 and 2020. The unique structure of the Healthcare Industry,
with high exposure to risks under FCPA, primarily contributed to an increase in the
investigations against it during the Period, with peaks in 2012, 2016, and 2020 (U.S.

Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025).
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Other macro elements, such as political, economic, and perception, were also
touched upon while testing Hypothesis 2. It was noted that economics and perception
are closely linked to the unique structure of the Healthcare Industry, and their direct
influence on the increase in the number of investigations against Healthcare
Companies during the Period is difficult to isolate. Regarding politics, its influence is
not specific to the Healthcare Industry or its trends, but it impacts overall
investigations concluded under the FCPA. Some Survey Participants (question 11 of
the Survey, see Figure 5) also cited additional contributing factors such as ineffective
compliance programs, the impact of social media, company conduct, high business
margins, patient safety, etc. However, most of these factors ultimately stem from or
relate to the unique structure of the Healthcare Industry and its inherent exposure

under the FCPA.

Hence, Hypothesis 2 is tested positively.

4.3 Hypothesis 3: The U.S. Agencies acted beyond the objectives of the FCPA
in their investigations concluded against Healthcare Companies and

targeted the Healthcare Industry.

The conclusion of Hypothesis 2 notes that the Healthcare Industry’s unique structure
makes it susceptible to risks under the FCPA. This was assessed positively as the
contributing factor to the increase in the investigations concluded against the
Healthcare Industry during the Period by the U.S. Agencies. Hypothesis 3 tests the
approach of the U.S. Agencies in their investigations against Healthcare Companies
during the Period and whether U.S. Agencies acted beyond the objectives of the FCPA
during these investigations and targeted the Healthcare Industry. The following

factors were considered to test Hypothesis 3.
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4.3.1 Industry Sweep Against the Healthcare Industry

The U.S. Agencies conducted an industry sweep against the Healthcare Industry from
2009 to 2020 (Crowell & Moring, 2009; U.S. Securities and Exchange Commission,
2012; U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice,
2025). A key criticism of such sweeps is that violations by one company in an industry
may only raise suspicion of breaches by other companies in the same industry (Moyer,
2012). This does not automatically provide probable cause or evidence (Moyer,
2012). The acts of U.S. Agencies based on industry sweeps, including soliciting
information from companies about their anticorruption practices, cost significantly
to a company (Moyer, 2012). Additionally, there is a risk of the investigations and
power of the U.S. Agencies becoming unconstrained and not following the rule of law
(Moyer, 2012). The other aspect to explore is whether the Healthcare Industry was
under an industry sweep because of its perceived financial capacity or “deep pockets.”
One Survey Participant also mentioned “Perception that pharma is a more corrupt
industry with deep pockets” in question 12 of the Survey (which relates to factors
contributing to the increase in the number of investigations against the Healthcare

Industry).

While there are risks associated with industry sweeps, such as those identified by
scholar Moyer (2012) in his article “Industry Sweeps”, the research did not find any
academic works that establish that industry sweeps are prohibited under the FCPA,
beyond the objectives of the FCPA, or that the U.S. Agencies had abused these powers
(Moyer, 2012). Instead, they enable the U.S. Agencies to understand a fact pattern
and proactively take steps to target industry-specific corruption rather than waiting
for complaints, self-disclosures, or whistleblowing. The subpoena powers granted to

a regulatory agency authorize such sweeps (Moyer, 2012).
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As for the criticism that the investigations against Healthcare Companies were
conducted due to deep pockets, none of them appear in the top ten list of highest
bribery paid, sanction amount paid, revenue generated from bribes, or profit
generated from bribes during the Period (Stanford Foreign Corrupt Practices Act
Clearinghouse, 2025). Sanction amount levied by U.S. Agencies on a company
depends on multiple factors, including the severity of the allegations, the duration
for which the alleged wrongdoings were continued, the illegal benefit made by the
penalized company, the effectiveness of the company’s compliance program, and
whether it was a voluntary disclosure, among other (Stanford Foreign Corrupt
Practices Act Clearinghouse, 2025). Hence, it would not be correct to state that the
revenue or profits of a company are the deciding factor for the sanction amount or

for targeting a particular company.

For example, the highest sanction amount imposed in the Period was in the
investigation related to Odebrecht S.A., wherein U.S. Agencies imposed a monetary
sanction of around USD 3.5 billion in 2016 (Stanford Foreign Corrupt Practices Act
Clearinghouse, 2025). It was the same year that the U.S. Agencies imposed the
highest sanction amount of around USD 6.17 billion (Stanford Foreign Corrupt
Practices Act Clearinghouse, 2024). While investigations against 8 Healthcare
Companies constituted 25% of the investigations concluded in 2016, the sanction
amount against Healthcare Companies contributed to 10% of the total imposed in
2016 (Stanford Foreign Corrupt Practices Act Clearinghouse, 2024; U.S. Securities
and Exchange Commission, 2024; U.S. Department of Justice, 2025). The revenue of
some of these eight companies (like AstraZeneca) even exceeded that of Odebrecht
S.A. in 2016 (AstraZeneca, 2016; Statista, 2025). Hence, it would not be correct to

claim that the Healthcare Companies were targeted due to deep pockets.
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4.3.2 Settlement made and/or orders passed against the Healthcare Industry

4.3.2.1 Data Patterns

An analysis was conducted of the settlements and/or orders passed against the
Healthcare Industry in the investigations concluded during the Period (U.S. Securities
and Exchange Commission, 2024; U.S. Department of Justice, 2025). It was noted
that 47% of the concluded investigations against Healthcare Companies by U.S.
Agencies and the corresponding settlements and/or orders passed in such
investigations only mentioned provisions related to books and record and internal
controls under Sections 13(b)(2)(A) and 13(b)(2)(B) of the Exchange Act (Securities
Exchange Act, 1934; U.S. Securities and Exchange Commission, 2024; U.S.
Department of Justice, 2025). A reference may be made to Graph 6. The remedial
action against the Healthcare Companies in such investigations included cease and
desist orders, maintaining accurate books and records, and/or having reasonable
internal controls as required under the Exchange Act, the appointment corporate
monitor, etc. (Securities Exchange Act, 1934; U.S. Securities and Exchange
Commission, 2024; U.S. Department of Justice, 2025). Interestingly, the fact pattern
of most of these investigations starts with allegations of improper payments along
with inaccurate books and records and weak internal accounting control, but the
settlements and/or orders do not make any reference to anti-bribery allegations or
provisions (Securities Exchange Act, 1934; U.S. Securities and Exchange Commission,
2024; U.S. Department of Justice, 2025). Some examples include investigations
concluded against Fresenius Medical Care AG & Co KGaA and Alexion Pharmaceutical
in 2019 and 2020, respectively (U.S. Securities and Exchange Commission, 2019; U.S.

Securities and Exchange Commission, 2020).
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Graph 6

2000-2023

= Number of settlements and/or orders related to books and records and internal
accounting controls provisions of the Exchange Act in investigations concluded
against Healthcare Companies by the U.S. Agenices

= No of settlements and/or orders related to books and records and/or internal
accounting controls provisions PLUS anti-bribery provisions of the Exchange Act in
investigations concluded against Healthcare Companies by the U.S. Agenices

= Numberof settlements and/or orders related to violation of anti-bribery provisions
of the Exchange Act in investigations concluded against Healthcare Companies by
the U.S. Agenices

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

A trend analysis was done for Phases 1 to 3 of the Period as reflected in Graph 7. It
was noted that the dependency of the U.S. Agencies on provisions related to
maintaining accurate books and records and having reasonable internal controls in
settlements made with Healthcare Companies drastically increased in Phase 3 of the
Period as compared to Phases 1 and 2 (Securities Exchange Act, 1934; U.S. Securities

and Exchange Commission, 2024; U.S. Department of Justice, 2025).

(Graph at next page)
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Graph 7
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mNumber of settlements and/or orders related to books and records and internal accounting
controls provisions of the Exchange Act

mNumber of settlements and/or orders related to books and records and/or internal
accounting controls provisions plus anti-bribery provisions of the Exchange Act

Number of settlements and/or orders related to violation of anti-bribery provisions of the
Exchange Act

(U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice, 2025)

4.3.2.2 Criticism

One school of thought is that these provisions help combat corruption by reducing
mischaracterization of payments, creating slush funds, etc. (Woody, 2017). On the
other hand, scholars have criticized U.S. Agencies’ increased reliance on the violation
of books and records and internal control provisions (Woody, 2017). These provisions
require a lower evidentiary burden than the anti-bribery provisions, and they lack a
materiality threshold, which means that the enforcement actions can take place for
insignificant amounts, given the size of the companies (Bernstein, et al., 2021). The
U.S. Agencies have been criticized for liberally penalizing companies based on these
provisions. For example, the SEC's investigations against Alere Inc. in 2017, it was

alleged that Alere and/or its subsidiaries had recognized revenue before product
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delivery and that it was a violation of generally accepted accounting principles (U.S.
Securities and Exchange Commission, 2017). While these may constitute Exchange
Act violations, it is unclear how they fall under the purview of the FCPA (U.S. Securities

and Exchange Commission, 2017).

Regarding the internal control provisions in the Exchange Act, issuers are required to
implement an internal control system that reasonably achieves the objectives of the
Exchange Act (Woody, 2017). While there are no fixed standards to prove a violation
of internal control provisions, the concept of “reasonable” in the provisions implies
that the internal controls’ costs should not exceed the expected derived benefits.
However, the U.S. Agencies have adopted a stricter standard under FCPA (Woody,

2017).

4.3.2.3 Analysis related to the Healthcare Industry

The FCPA's primary goal and original intent is to combat foreign bribery (Foreign
Corrupt Practices Act, 1977). Transparency of corporate books and records is a
means to ensure that companies do not indulge in foreign corruption. While Alere's
investigation may appear a stretch, the Exchange Act allows regulators to prosecute
anti-bribery provisions, books and records provisions, and accounting provisions
under the FCPA independently and/or collectively (Securities Exchange Act 1934).
Investigations solely based on books and records provisions and/or accounting
provisions are not beyond the purview of the FCPA. There are many possible reasons
that U.S. Agencies rely on these provisions, such as that it has a broader period of
limitation than the anti-bribery provision, is easier to prove, and readily available
information in the U.S. due to ‘issuer’ status (U.S. Department of Justice & U.S.

Securities and Exchange Commission, 2020; DLA Piper, 2020). In fact, the increasing
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reliance of U.S. Agencies between the three phases of the Period, matches the
indication made by them in their revised Second Edition of Resource Guide to the U.S.
Foreign Corrupt Practices published in 2020 (‘Guidance’), about their attention to
accurate books and records, and having reasonable internal controls (U.S.
Department of Justice & U.S. Securities and Exchange Commission, 2020). The
Guidance particularly noted DOJ’s focus on pursuing criminal violations of the
accounting provisions and brought the following revisions/clarifications, amongst
others (U.S. Department of Justice & U.S. Securities and Exchange Commission, 2020;

DLA Piper, 2020)

i A broader standard for conspiracy and aiding and abetting offenses applies to
violations of these provisions.

ii. The statute of limitations was increased from 5 to 6 years for criminal
violations of the FCPA’s accounting provisions. However, the limitation for
violations of the FCPA anti-bribery provisions (criminal cases) is 5 years.

iii. Clarified that the FCPA’s “internal controls” section applies to a company’s
internal “accounting” controls. Internal accounting controls are separate from

a company’s anti-bribery and anti-corruption compliance program.

4.3.3 Lack of Judicial Scrutiny

Scholars frequently criticize the enforcement of the FCPA for operating under limited
judicial scrutiny, as most respondents settle the investigations initiated under it
(Patel, 2017). From 1977 to March 2025, around 92% and 74% of respondents settled
the investigations undertaken by the SEC and the DOJ, respectively (Stanford Foreign
Corrupt Practices Act Clearinghouse, 2025). Another criticism is that the liberal

interpretation of the provisions of FCPA, including its extra-territorial application, is
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at the discretion of the SEC and the DQJ (Patel, 2017). A couple of Survey participants
in response to question 14 of the Survey (if FCPA was being broadly interpreted)
stated “It has a "catch-all" and “This can lead to over-enforcement, uncertainty, and a

chilling effect on legitimate business activities”.

As noted by Patel (2017), Shana-Tara Regon, the then Director of White-Collar Crime
Policy, National Association of Criminal Defense Lawyers, in a congressional hearing
on proposed amendments to the FCPA in 2011, panned the FCPA for being over-
enforced, enabled by a lack of judicial scrutiny (Patel, 2017). She argued that ‘over-
enforcement’ causes extensive broadening of the scope of corporate liability and
market spillover, causing reputational damage, potential debarment, and the
subsequent reduction of share price, among others (Patel, 2017). The then
Representative John James Conyers Jr., disagreed with Shana-Tara Regon, and
expressed that the interpretation of FCPA was clear, and there were boundaries to
the extra-territorial reach of the FCPA (Patel, 2017). While there may be different views
on whether FCPA is ‘over-enforced’, determining whether a statute is ‘over-enforced’

is relative.

As far as the Healthcare Industry is concerned, no definitive evidence was found while
testing Hypothesis 1 that the Healthcare Industry was being over-enforced compared
to overall investigations and analogously, being targeted. The Healthcare Industry
was under a sweep prompted by alleged corruption by Healthcare Companies during
the Program (Crowell & Moring, 2009; U.S. Securities and Exchange Commission,
2012). The industry has a unique structure that makes it vulnerable to actions under
the FCPA, as tested under Hypothesis 2. The objection against industry sweep noted
in paragraph 4.3.1 above and the reliance on the maintenance of accurate books and

records and accounting provisions mentioned under paragraph 4.3.2 above are in the
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same lines as the criticism of over-enforcement, liberal interpretation, and lack of

judicial scrutiny and have been addressed.

The U.S. Agencies exercised jurisdiction over the investigated Healthcare Companies
as they fell in the category of “issuer” (U.S. Securities and Exchange Commission,
2024; U.S. Department of Justice, 2025). While there is a lack of clarity in some
situations such as HCPs working as consultants in state-owned facilities, the
interpretation of the terms like “foreign officials” has otherwise been consistent since
its first investigation against Syncor International Corporation (a radiopharmaceutical
company) in 2002 (U.S. Securities and Exchange Commission, 2002; Stanford Foreign
Corrupt Practices Act Clearinghouse, 2025). 52.4% of the Survey Participants in
response to question 13 of the Survey did not believe that the FCPA was being
interpreted too broadly, as reflected in Figure 7. Some of the Survey Participants
supported their answers by saying “no, i think it is quite clear, and enforcement cases
give us a good idea about what to look for”, “Same interpretation in the last 10 years
in my experience” in question 14 of the Survey. Some of the Survey Participants
indicated that FCPA should be liberally interpreted by stating “No, | think the terms
being broadly defined helps in adapting the FCPA to the local context” and “The
intent of the law is to interpret it broadly as evident from the enforcement actions

and the lessons learned from them”.

(Figure on next page)

57



Figure 7

Do you believe that FCPA is being interpreted too broadly? For example: the interpretation of the

terms "foreign official", "anything of value"
63 responses

® Yes
® No

Choose not to answer

4.3.4 Personal Agenda

Scholars have indicated that personal agendas of regulators influence the
investigations initiated under the FCPA (Woody, 2017). They have quoted the work of
Wentong Zheng of 2015 called “The Revolving Door” and have noted that some
regulators may have an agenda to initiate higher numbers of investigations with an
expansive scope of investigations, all at the cost of the responding companies
(Woody, 2017). After gaining experience and publicity, they move to private firms at
a lucrative salary (Woody, 2017). This phenomenon, if valid, is for all investigations
initiated under FCPA, including those against Healthcare Companies. It cannot be
stated that Healthcare Companies were targeted because of the personal agendas of
the regulators. The Healthcare Industry has a unique structure with high vulnerability
to risks under FCPA, which has contributed to the increase in the number of
investigations concluded against Healthcare Companies during the period. Further,
the interpretations of FCPA in matters concerning Healthcare Companies have been

consistent under FCPA, and the jurisdiction has been exercised appropriately on
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‘issuers’. Not many, if any, investigations against Healthcare Company have been

headline grabbers like Siemens or Odebrecht S.A.

4.3.5 Conclusion

The U.S. Agencies possess the authority to conduct sweeps against industries, and
the Healthcare Industry was one of them between 2009 and 2020 (Crowell & Moring,
2009; U.S. Securities and Exchange Commission, 2012; U.S. Securities and Exchange
Commission, 2024; U.S. Department of Justice, 2025). Most orders and settlements
related to investigations against Healthcare Companies relied on the Exchange Act's
books and records and internal accounting provisions, which are permitted under the
FCPA, and exercised jurisdiction against ‘issuers’ (U.S. Securities and Exchange
Commission, 2024; U.S. Department of Justice, 2025). There is limited evidence that
the FCPA was liberally interpreted or “over-enforced” against Healthcare Companies.
It does not appear that Healthcare Companies have been targeted due to “deep

pockets” or for a personal agenda.

The Survey Participants were explicitly asked in question 5 whether they believed that
Healthcare Companies were targeted more often than others under FCPA. The
majority (57.1%) stated ‘No’, a reference may be made to Figure 8. Their elaborations
in question 6 of the Survey included “No deliberately targetted”, “While the Life
Sciences sector does appear to have more reporting requirements, in my experience

they are not targeted any more than other industries”, “Have seen sanction cases
about entities in various industries other than healthcare”, “Not specifically. But since
many healthcare companies work with government employees, a greater percentage

of the interactions are in scope for potential FCPA violations”
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Figure 8

Do you believe that the healthcare companies are targeted more often than companies from other

industries under FCPA?
63 responses

® Yes
® No

@ Choose not to answer

Hence, it cannot be concluded that the U.S. Agencies acted beyond the objectives of
the FCPA in their investigations against Healthcare Companies and specifically

targeted them. Accordingly, Hypothesis 3 is tested negatively.
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Chapter 5 Conclusion

5.1 Chronological Recapitulation

Corruption allegations were levelled against several prominent Healthcare Companies
(Akzo Nobel N.V., Johnson & Johnson, General Electric, and Novo Nordisk A/S) that
had participated in the Program launched in 1995 (U.S. Securities and Exchange
Commission, 2007; U.S. Securities and Exchange Commission, 2009; U.S. Securities
and Exchange Commission, 2009; Securities and Exchange Commission v. Johnson &
Johnson, 2011). This alleged corruption in the Program catalyzed a sweep by the U.S.
Agencies against the Healthcare Industry between 2009 and 2020 (Crowell & Moring,
2009; U.S. Securities and Exchange Commission, 2012). The Healthcare Industry has
a unique structure, with frequent and significant interactions with government
officials. Thereby making the industry sensitive to risks under the FCPA. The unique
structure of the Healthcare Industry contributed to the increase in the number of
investigations concluded during the Period, with notable spikes in 2012, 2016, and
2020 (U.S. Securities and Exchange Commission, 2024; U.S. Department of Justice,

2025).

5.2 Answer to Central Question

Given these contextual findings and the results of the three hypotheses, it is
determined that the number of investigations concluded against Healthcare
Companies under the FCPA by the U.S. Agencies increased during the Period.
However, the data patterns drawn during the research do not indicate that the number

of investigations against Healthcare Companies rose more than the overall
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investigations or that the Healthcare Industry was targeted. The U.S. Agencies have

acted within the boundaries of the FCPA while investigating Healthcare Companies.

Under Question 17 of the Survey, majority (84.1%) of the Survey Participants did not
believe that the enforcement of FCPA had any adverse effect on the industry's growth.
A reference may be made to Figure 9. Elaborating further under question 18 of the
Survey, most Survey Participants indicated that enforcing FCPA has positively
impacted the Healthcare Industry, such as promoting ethical business practices and
transparency, ensuring legitimate business practices, and adding to the industry’s
credibility. In response to question 19 of the Survey, 90.5% (57 out of 63) of the
Survey Participants believe that the investigations against Healthcare Companies have
reduced industry-related corruption and have pressed companies to implement

robust compliance programs. A reference may be made to Figure 10.

Figure 9

Do you believe that the enforcement of FCPA is negatively impacting the growth of the healthcare

industry?
63 responses

® Yes
® No

Choose not to answer

ey
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Figure 10

Do you believe that the investigations against the healthcare industry have reduced industry-related

corruption and have pressed companies to have robust compliance programs?
63 responses

® Yes
® No

a Choose not to answer

5.3 Way Forward

74% of the Survey Participants suggested best practices for Healthcare Companies to
mitigate risks under the FCPA in question 21 of the Survey. Majority of the
suggestions pointed towards strengthening the compliance program. While the
researcher agrees with these suggestions, the research intends to go beyond the best

practices of Healthcare Companies.

5.3.1. Combating corruption through punitive methods

The U.S. Agencies are aware of the unique structure of the Healthcare Industry and
the high-risk industry practices like engagement of HCPs, sample provision, etc., as
indicated in their speeches (Ceresney, 2015). 65.1% of the Survey Participants, in their
response to question 9 of the survey, confirmed that the unique structure of the
Healthcare Industry has prompted more scrutiny and investigations by the U.S.

agencies under the FCPA. A reference may be made to Figure 11.
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Figure 11

Do you believe that the healthcare industry’s unique structure and nature of
business (as elaborated in preceding question) has prompted more scrutiny and
investigations by DOJ and/or the SEC under FCPA?

63 responses

@ Yes
® No

Choose not to answer

Many legitimate activities of the Healthcare Industry that constitute the industry's
uniqueness can fall within the affirmative defenses allowed under the FCPA. Such
activities may qualify as “reasonable and bona fide expenditure” related to “the
promotion, demonstration, or explanation of products or services” or “the execution
or performance of a contract” (Foreign Corrupt Practices Act, 1977, p. 2). However,
the research did not find public records of any investigation or matter related to

Healthcare Companies where a company had successfully taken this approach.

This clearly indicates a gap. This gap can be further understood by comparing the
approach of U.S. domestic laws and the current initiatives taken by the Healthcare

Industry through self-imposed industry codes.

i. U.S. Domestic Laws

The unique structure of the Healthcare Industry is well recognized under U.S.

domestic laws. They allow certain exceptions and safe harbors for the Healthcare
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Companies, yet no such clarity exists when these companies operate in foreign
jurisdictions. Below are some examples, and as stated herein, the Healthcare

Companies have not been able to take the affirmative defense successfully:

a. U.S. Anti-Kickback Statute

The U.S. Anti-Kickback Statute 42 U.S.C. § 1320a-7b (‘AKS’) prohibits Healthcare
Companies from offering or paying remuneration to induce patient referrals, reward
referral sources, or generate business involving any item or service that is
reimbursable under the U.S. Federal healthcare program (Stokes, et al., 2021). There
are around 34 exceptions and/or safe harbors under this statute (Stokes, et al.,
2021). For instance, AKS safe harbors recognize that Healthcare Companies may
engage HCPs to provide bona fide services as consultants on marketing strategies
and product technologies, and educators on therapy areas and/or products (Stokes,
etal., 2021). It provides guidance such as that engagement should be under a written
agreement, and the compensation to HCP should be at fair market value for a
legitimate business need (Stokes, et al., 2021). Unlike AKS, the FCPA, or at least its
current interpretation thereof, does not provide any specific guidance in this regard
(Stokes, et al., 2021). U.S. Agencies have routinely focused on Healthcare Companies
that made payments to HCPs categorised as ‘foreign officials’ (under the guise of
paying consultancy fees) to influence procurement decisions, such as in
investigations against Fresenius Medical Care AG & Co KGaA, Alexion Pharmaceuticals
Inc. (U.S. Securities and Exchange Commission, 2019; U.S. Securities and Exchange

Commission, 2020).

Further, AKS also recognizes discounts and/or rebates provided by the Healthcare

Industry (Stokes, et al., 2021). No such defense is directly clarified under the FCPA.
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U.S. Agencies initiated investigations against Bio-Rad Laboratories and Orthofix
International in 2014 and 2017, respectively, for providing discounts and/or rebates
to influence business decisions (U.S. Securities and Exchange Commission, 2014; U.S.

Securities and Exchange Commission, 2017).

b. U.S. Prescription Drug Marketing Act

As noted in Hypothesis 2, the nature of the business of Healthcare Companies is that
it requires them to provide free prescription drug samples or demonstration medical
devices to HCPs and healthcare institutions to familiarize them with the products,
their benefits, and usage, which can further help them to provide treatment to the
patients (Stokes, et al., 2021). The U.S. Prescription Drug Marketing Act (‘PDMA’), as
amended, allows pharmaceutical companies to distribute prescription drug samples
to licensed prescribers upon their request as long as the recipient does not sell them
or bill a payor for them, and the specific recordkeeping requirements and other
conditions are satisfied (Stokes, et al., 2021). This safe harbor is limited to
pharmaceutical companies and does not include other types of Healthcare
Companies, such as those dealing with medical technology, medical devices, or

diagnostic products (Stokes, et al., 2021).

While referring to an FCPA Opinion Release of 1988, scholars have concluded that
“product samples intended to demonstrate product attributes and quality fall within
this affirmative defense (where the samples were not provided to officials for their
individual use and where the government entity employing the recipients was aware
of the free samples).” (Stokes, et al., 2021, p. 5). However, this opinion was way
before any investigation against a Healthcare Company was initiated and was not

specific to the Healthcare Industry. In 2009, the DOJ indicated in its opinion release
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that free-of-charge medical devices for product testing and evaluation purposes may
not violate the FCPA (Stokes, et al., 2021; U.S. Department of Justice, 2009). Since it
was an opinion release specific to the facts raised in the query, it can only be relied
upon by the opinion requester (U.S. Department of Justice, 2009). In fact, in
investigations such as those against Sanofi, the provision of product samples was
scrutinized for allegedly violating FCPA (U.S. Securities and Exchange Commission,

2018).

ii. Industry Codes

Due to a lack of industry-specific guidance by the U.S. Agencies or clarity on
affirmative defenses/safe harbors like in U.S. Domestic Laws, Healthcare Companies
have formed associations that have further issued codes and guidance to manage

risks under FCPA. Here are some examples:

a. MEA Code of Promotional Practices by The Pharmaceutical Research and
Manufacturers Association Gulf: Applicable to the member pharmaceutical
companies for promotional activities in the Middle Eastern and African countries
(Pharmaceutical Research and Manufacturers Association Gulf, 2023).

b. EFPIA Code of Practice by the European Federation of Pharmaceutical Industries
and Association: Applicable to the member pharmaceutical companies and for
promotional activities in Europe (European Federation of Pharmaceutical
Industries and Association, 2025)

c. MedTech Europe Code of Ethical Business Practice: Applicable to the member
medical technology companies and for business practices in Europe (MedTech

Europe, 2022)
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d. APACMed Code of Ethical Conduct for interaction with Healthcare Professionals:
Applicable to the member medical technology companies in Asia Pacific on their
interaction with HCPs (APACMed, 2023)

e. OPPI Code of Pharmaceutical Practices 2019: Applicable to member
pharmaceutical companies in India (Organisation of Pharmaceutical Producers of
India, 2019)

f. Code of Practice for Pharmaceutical Industry 2024: Applicable to member
pharmaceutical companies in the United Kingdom (The Association of the British
Pharmaceutical Industry, 2024)

g. Pharma Industry Finland Code of Ethics: Applicable to the member pharmaceutical

companies in Finland (Pharma Industry Finland, 2019)

These codes collectively provide a structured framework to Healthcare Companies on
topics such as the engagement of HCPs for consultancy purposes, charities, and
donations, provision of samples and free-of-charge products, promotion of products
to HCPs, sponsorship of HCPs to congresses, company-conducted training and
education, the need for due diligence, etc (Pharma Industry Finland, 2019;
Organisation of Pharmaceutical Producers of India, 2019; MedTech Europe, 2022;
Pharmaceutical Research and Manufacturers Association Gulf, 2023; APACMed, 2023;
The Association of the British Pharmaceutical Industry, 2024; European Federation of
Pharmaceutical Industries and Association, 2025). These subjects are often targeted
in investigations conducted by U.S. Agencies (U.S. Securities and Exchange

Commission, 2024; U.S. Department of Justice, 2025).

The industry codes may be product-specific (like the MedTech Europe Code of Ethical
Business Practice), country-specific (like the OPPI Code of Pharmaceutical Practices

2019), region-specific (like the EFPIA Code of Practice by the European Federation of

68



Pharmaceutical Industries and Association), or topic-specific (like the MEA Code of
Promotional Practices by The Pharmaceutical Research and Manufacturers Association
Gulf). The benefit of having region -, country -, topic -, and/or product-specific
guidance is that the code can be tailored to the precise needs. However, it has its own
risks. With the above being an illustrative list of just seven codes, it can be noted that

multiple codes may apply to a Healthcare Company simultaneously. For example:

a. A Healthcare Company in Europe that manufactures pharmaceutical products and
medical technology will have different codes applicable, such as the MedTech
Europe Code of Ethical Business Practice and the EFPIA Code of Practice by the
European Federation of Pharmaceutical Industries and Association (MedTech
Europe, 2022; European Federation of Pharmaceutical Industries and Association,
2025).

b. A Healthcare Company that manufactures only medical devices may also be
governed by multiple codes, like the APACMed Code of Ethical Conduct for
interaction with Healthcare Professionals for its operations in Asia Pacific and the
MedTech Europe Code of Ethical Business Practice for its operations in Europe
(MedTech Europe, 2022; APACMed, 2023)

c. A Healthcare Company that manufactures pharmaceutical products in Finland may
be governed by the Pharma Industry Finland Code of Ethics and the EFPIA Code of
Practice by the European Federation of Pharmaceutical Industries (Pharma Industry
Finland, 2019; European Federation of Pharmaceutical Industries and Association,

2025).
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5.3.2. Combating corruption through preventive methods

To enable Healthcare Companies to manage their high-risk activities, as provided
under U.S. domestic laws and/or through codes issued by the Healthcare Industry
Associations, the DOJ and the SEC are recommended to issue an industry-specific
joint guide (either independent or supplementing the earlier guidance/s). Greg
Andres, Deputy Assistant Attorney General, Criminal Division, DQJ, put forth such an
approach in 2011 when he stated, “The Department also takes seriously our
obligation to guide in this area. Our goal is not simply to prosecute FCPA violations,
but also to prevent corruption at home and abroad and promote a level playing field
in business transactions” (Cohen & Li, 2021). U.S. President Trump’s executive order
on 10 February 2025 aligns with a similar spirit and mandates the U.S. Attorney
General to issue updated guidelines or policies on FCPA within 180 days from the

date of the order (The White House, 2025).

Scholars believe that the U.S. Agencies have not given guidance, as it can be misused
as a “blueprint” to circumvent the FCPA (Pisano, 2013). This argument seems weak
as the U.S. domestic laws and the U.S. Congress recognize the value of the common
arrangements between Healthcare Companies and government officials, including

HCPs, and healthcare organizations (Stokes, et al., 2021).

Given the U.S. Agencies’ expertise gained through multiple industry sweeps and
decades of FCPA enforcement, it is a ripe time and environment for them to shift their
focus from enforcing the FCPA through investigations to providing an industry-

specific guide for regulating it.
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Below are some principles (and not an exhaustive list) that may be considered by the

U.S. Agencies while issuing an industry-specific guide, in addition to referring to the

domestic laws and existing industry codes.

Clear definition of HCP and the parameter of when an HCP falls under the ambit
of “foreign official”, especially when the HCP is a consultant to a foreign
government institution, rather than an employee.

a. U.S. Agencies can mandate that a Healthcare Company conducts due
diligence on the HCP. This will clarify the HCP's varied engagement and
employment and help understand whether an HCP falls within the “foreign
official” category.

Provide an indicative list of common business activities that can fall under
“reasonable and bona fide expenditure” related to “the promotion,
demonstration, or explanation of products or services” or “execution or
performance of a contract” (Foreign Corrupt Practices Act, 1977, p. 2). This
indicative list can be based on the safe harbors provided under AKS, PDMA,
opinion releases requested by Healthcare Companies, and the past
investigations concluded against Healthcare Companies.

Provide a framework for each identified activity, which may include the following

obligations for a Healthcare Company.

a. Accurate documentation, including a written agreement elaborating the
relationship between the foreign official and the Healthcare Company, is
needed (APACMed, 2023)

(i) The engagement is specific and not a rolling one.
(ii) Terms should not obligate foreign officials to provide business to the

company in return.
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b. Establish a sound rationale behind the selection and engagement of the
foreign official.

(i) The U.S. Authorities can also indicate a limit on the number of
engagements of the foreign official per year.

c. Compensation to the foreign official at a fair market value (APACMed, 2023).

(i) The U.S. Authorities can indicate the methodology and objective criteria
for calculating fair market value compensation, such as the foreign
official’s specialty, years of experience, type of experience, geographic
location, etc. Healthcare Companies should be encouraged to hire a
reputable third party to provide a fair market value.

d. Need to document expenses borne by the company on an arrangement with
a foreign official (Pharmaceutical Research and Manufacturers Association
Gulf, 2023; European Federation of Pharmaceutical Industries and
Association, 2025). The expenses and control can include:

(i) The venue of the meeting/event should be a business hotel or
appropriate to the purpose of the action.

(ii) Flights offered to foreign officials should be reasonable, including
economy class.

(iii) The foreign official's stay should be in a business hotel, and their stay
should be limited to the duration of the meeting/event.

(iv) Per-meal expenditure should be limited, according to the Host Country’s
cost of living.

(v) No tourist facilities and outings should be provided.

e. Avoid return on investment analysis and document any conflict of interest
(European Federation of Pharmaceutical Industries and Association, 2025).
(i) One way to do this is to prevent the sales and commercial team from

participating in the activities to reduce conflict of interest.
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Donation (whether in cash or kind) should be provided to a non-profit

organization without affiliation with a foreign official (The Association of the

British Pharmaceutical Industry, 2024).

(i) Written documents are to be maintained, including the purpose of the
donation, the amount, and the duration.

. Avoid engaging third parties like distributors and agents owned or controlled

by a foreign official.

. Discounts and rebates are to be documented on the invoice, reasonable, at

arm’s length, and provided to the healthcare organization, not an individual.

Samples or free-of-charge products should be given to a healthcare

organization rather than to an individual, be documented, and a limitation

on the number of samples or free-of-charge products should be marked as

samples and not sold to a payor (Organisation of Pharmaceutical Producers

of India, 2019).

Payments to any foreign official, healthcare organization, or charitable

organization shall be made to a valid recipient’s bank account and not to a

third-party account (U.S. Department of Justice, 2010).

. Obtain certification from the recipient regarding understanding of the FCPA

(U.S. Department of Justice, 2010).

This suggested industry-specific guide is neither intended to curtail U.S. Agencies’

power to deep-dive into any business activity indicated in the guide, nor is it meant

to be a foolproof protection against actions under FCPA. Further, it does not aim to

capture every risk an industry may face but is intended to lay down guiding principles.

The burden of proof that the activity is within the guidance parameters will be on the

respondent. It is not creating a new set of exceptions or defenses. The industry-

specific guide aims to harmonize multiple codes, laws, and guidance that may apply
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to Healthcare Companies worldwide and clarify the affirmative defenses under FCPA.
The aim is to move from the existing reactive approach of U.S. Agencies to a proactive

one.

The Healthcare Companies should welcome such a change as it will aid in managing
risks based on one guide. They would have better insight into the thought process
and expectations of the U.S. Agencies rather than a guessing game. It would help
them manage their costs and direct their internal team in the direction suggested by

the U.S. Agencies.

The collective effort of U.S. Agencies and robust compliance programs by Healthcare

Companies will help prevent corruption rather than detect it.
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Appendix

Anonymous Survey for Academic Purpose

The trend/s of investigations conducted against Healthcare Companies between 2000
and 2023 under the U.S. Foreign Corrupt Practices Act, 1977, and the reasons behind it

Anonymous Survey
Researcher: Saloni Tuteja

Introduction

The researcher is pursuing a Master's in Anti-Corruption and Diplomacy jointly offered by
the International Anti-Corruption Academy with the United Nations Institute for Training and
Research. As a part of this course, she is conducting academic research on "The trends of
investigations conducted against healthcare companies between 2000 and 2023 under the
U.S. Foreign Corrupt Practices Act, 1977 and the reasons behind it". This survey is purely a
part of this academic endeavor and is independent of her current professional engagement.

You are respectfully invited to join this study by filling out the accompanying questionnaire.
Your participation will be highly appreciated.

Objective of the Study

This study aims to gain insights into the trend of investigations conducted against healthcare
companies from 2000 to 2023 under the U.S. Foreign Corrupt Practices Act, 1977 ('FCPA")
compared to the actions taken against all the companies (irrespective of the industry) and the
reason behind any such trend/s. Such a study may be helpful for the Healthcare Industry to
gain insight into the causation of the conducted investigations. It may further support them
in improving the compliance program/s and ways of doing business. On the other hand, it can
assist enforcement authorities like the U.S. Department of Justice (‘DOJ’) and the U.S. Securities
and Exchange Commission (‘SEC’) to reflect.

Next Steps

You are requested to complete the accompanying questionnaire. The questionnaire will inquire
about your views, knowledge, and experiences related to investigations concluded against
healthcare companies under the FCPA. Some questions are accompanied by examples for
illustration purposes only and not intended to influence your response. No specific
information is being sought about you, your company/clients and/or current/past confidential
matters that you may have dealt with on this topic. The questionnaire should take around 15
minutes.

Voluntary Participation and Confidentiality

Your participation in this study is voluntary. You can withdraw from the study at any point by
exiting the survey without submitting a response. Please note that the response, once
submitted, cannot be segregated from the data set.

Strict confidentiality shall be maintained regarding the response. The researcher will not have
access to any identifying information of the individual respondents.

Contact Information
If you have any questions, please feel free to contact the researcher
at salonituteja@gmail.com.

Consent



You acknowledge that you have read the information provided here. You agree to participate
in the Survey and consent to the use of your response for academic research.

* Indicates required question
Questionnaire
1. What is your current role in your organisation? *
Please include description of your current title/position and the territory that you are

responsible for without naming your employer. For example: Legal and Compliance
Director, Spain; Attorney with a leading law firm in U.K.; Public prosecutor, India.

2. What is the industry that you are currently working in? *

Mark only one oval.

C) Healthcare Industry
C) Other:

3. How many years have you been in the current position? *

Mark only one oval.

C) 5 years and below
C) 5to 10 Years
C) above 10 years

4, Do you have knowledge of FCPA and/or handled matters related to FCPA the industry
that you are currently working in? *

Mark only one oval.

C) Healthcare Industry
C) Other:

5. Do you believe that the healthcare companies are targeted more often than companies
from other industries under FCPA? *

Mark only one oval.

C) Yes
o -
C) Choose not to answer

6. If your answer is 'Yes' or 'No', please elaborate (optional)




10.

11.

12.

Do you believe that the healthcare industry has a unique structure and nature of
business that makes it more susceptible to risks under FCPA? *

Unique structure and nature of business of healthcare industry may constitute high
interaction of the healthcare companies with government employed healthcare
professionals, practice of conducting promotional and non-promotional activities, high
regulatory requirements regarding approval of healthcare products, amongst others

Mark only one oval.

C) Yes
O
C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

Do you believe that the healthcare industry’s unique structure and nature of business
(as elaborated in preceding question) has prompted more scrutiny and investigations
by DOJ and/or the SEC under FCPA? *

Mark only one oval.

Yes

No

Choose not to answer

00d

If your answer is 'Yes' or 'No', please elaborate (optional)

Do you believe that any of the below reasons contributed towards investigations
against healthcare companies under FCPA (optional)?

Mark all that apply.

Political
Economical
Perception

None of the above

Other:

00000

Please elaborate your choices (optional)



13.

14.

15.

16.

17.

18.

19.

Do you believe that FCPA is being interpreted too broadly? *

For example: the interpretation of the terms "foreign official", "anything of value"
Mark only one oval.

C) Yes
> o~
C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

Are you aware of DOJ and SEC supposed practice of conducting “industry sweeps”
whereby they concentrate efforts on an industry in an attempt to detect FCPA
violations? *
Mark only one oval.

Yes

No

C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

Do you believe that the enforcement of FCPA is negatively impacting the growth of the
healthcare industry? *

Mark only one oval.

C) Yes
O
C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

Do you believe that the investigations against the healthcare industry have reduced
industry-related corruption and have pressed companies to have robust compliance
programs? *

Mark only one oval.



20.

21.

C) Yes
O
C) Choose not to answer

If your answer is 'Yes' or 'No', please elaborate (optional)

Please share your suggestions on best practices for a healthcare company to mitigate
risks under FCPA (optional).
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