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ABSTRACT

Background: Pharmaceutical fraud can be very profitable. Those working in pharmaceuticals are in a tempting

position as the nature of the product and supply is complex, making detection of fraud difficult and expensive.

However, a reliable pharmaceutical supply can often be a life-or-death situation for patients. Thus, when detection of

fraud occurs, a Regulator's Dilemma often emerges (recall a drug for which a supplier is the sole source, or allow a
substandard product to be sold)—generally resulting in pharmaceutical companies receiving minimal penalties even

for the worst acts. Despite pharmaceutical companies' unique leverage over regulators and profitability, studies are

rare in the scientific literature regarding pharmaceutical fraud.

Purpose: The primary aim of this article is to increase awareness of the various types of pharmaceutical frauds. In
addition, the secondary objective is to provide insight into the influence economics possesses in motivating

pharmaceutical fraud.

Method: Case studies and examples of pharmaceutical fraud are described. Reviewed case studies include purchasing and
distribution of products from unlicensed sellers, unlawful promotion of Paxil, Wellbutrin, and Avandia, and concealing
bladder cancer risk associated with pioglitazone. Economic information is gathered through mining the US Department of
Labor Statistics, Govinfo, US Securities and Exchange Commission, companies annual reports, and US Department of
Justice databases. Economic screenshots are used to summarize the frauds surrounding economics both within and external
to the companies.

Results: Purchasing and distribution of products from unlicensed sellers occurred between December 2006 to August 2009
and took place solely in the US. Economic snapshots of this time show that the US was in an economic recession. During
this time raw material costs were high and the pharmaceutical industry was experiencing major lay-offs. The scheme resulted
in the company grossing over $50 million-dollar in added proceeds.

The unlawful promotion of Paxil, Wellbutrin, Avandia, Avair and others occurred between 1998 to 2010 on a global scale.
The economic snapshot of this time shows the company faced patent expiration of several highly profitable patents during
this period, starting in 1997 with Zantac’s expiry and then with the loss of Augmentin in 2002, several years before its patent
expiration of 2018. Avandia lost market exclusivity in 2008 and Advair lost market exclusivity in 2010. The company also
faced several regulatory challenges. In addition, more than one economic recession occurred during this time including the
Asian and US markets. Finally, the concealment of cancer risks with pioglitazone occurred from the approval of the drug in
1999 to the settlement in 2015. Between 1995-1999 the company was growing and had launched several worldwide
ventures. In addition to expanding, the company faced regulatory black-box challenges as well as encountering recessions in
the US.

Conclusions: History suggests that monetary incentives are motivators in unethical behavior and fraud cases. Economic
recessions, patent expirations, and company expansion are among the most consistent economic pressures surrounding the
cases studied, suggesting these variables may be predictors of potential drug quality issues.
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1 INTRODUCTION

In 1996, Ritonavir was approved to market as a
protease inhibitor (“Ritonavir, Abbott protease inhibitor,
approved.,” 1996). By 1998 Abbott Laboratories was facing a
potential financial crisis as a less soluble polymorph (Form II)
of Ritonavir was discovered (Bauer et al., 2001) forming
during the manufacturing process of Ritonavir. The detection
of Form II resulted in a temporary halt in Ritonavir sales. In
addition to the loss in sales and “ticking clock on” patent life,
Abbott Laboratories also faced additional development costs
(Aldridge, 2007; Bauer et al.,, 2001). Abbott Laboratories
scientists ultimately found methods to avoid the polymorph
formation, and Ritonavir was returned to market.
Nevertheless, Abbott faced a significant financial burden due
to this unexpected event.

Ritonavir’s unforeseen polymorphic change is an
example of the complexities and risk involved in
pharmaceutical development. Analytical techniques such as
Raman spectrometry, solid-state nuclear magnetic resonance,
and x-ray diffraction are used to identify polymorphs before a
drug is approved (Bauer et al, 2001). In addition,
computational modeling is achieving some success in
predicting polymorphs early in the development process
(Piaggi and Parrinello, 2018). However, these techniques can
only be helpful if the parties involved are honest. This seems
to be the case with Abbott Laboratories’ and Ritonavir.
Unfortunately, companies (humans) are not always honest in
stressful scenarios. Honesty is potentially expensive in terms
of time and money, possibly incentivizing humans to decide
on a dishonest, unethical, or fraudulent path.

When companies face difficult choices, the humans
leading those companies must decide to act ethically or
unethically. When a dishonest path is chosen, fraud is the
result. Fraud can be described as an intentionally deceitful
action intended to provide dishonest gain (Chen and James,
2021). Criminology tells us that in order to effectively detect
fraud, pursuers must know why it’s committed (Kassem and
Higson, 2012). The Fraud Triangle Theory of criminologist
Donald R. Cressey shines a light on this topic. Cressey
theorized that for fraud to occur, three elements must be
present: incentive, opportunity and rationalization (Cressey,
1973). Examining the pharmaceutical industry through the
fraud triangle, we see an ideal environment for fraud emerge.

Incentive: The pharmaceutical industry’s 2006 global sales
totaled approximately $634 billion. This value is almost
double the 2001 global sales of $387 billion (OECD, 2008).
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In 2010, counterfeit drugs (defined below) were worth an
estimated $75 billion. Moreover, the profit margins for
counterfeits are reported higher than illicit drug trafficking
(Chambliss et al., 2012). For example, counterfeit sildenafil
(Viagra) is estimated to be nearly ten times more profitable
than street heroin (Everts, 2010), and nearly 2000 times more
profitable than selling cocaine (Bingham, 2009). Providing
plenty of monetary incentives for criminals. Indeed, actual
criminals bypassing regulation and supply expenses, may gain
3000% increased profit marginsthan those who don’t
(Blackstone et al., 2014).

Opportunity: The globalization of the pharmaceutical industry
has added complexity to the pharmaceutical development
process and supply-chain (Luis Valverde, 2016). Further, the
nature of the products is complex. Often requiring specialized
equipment to detect contaminants (Campbell and Lodder,
2021). Collectively the complexity from the products and
supply-chain makes detecting counterfeit, adulterated, and
misbranded medicine (CAMM) difficult. Hence, providing a
low-risk, high-opportunity environment for fraud.

Rationalization: Pharmaceuticals are sensitive in nature,
which means life or death for many patients. This sensitivity
may provide bad actors with the feeling they are doing good
by providing vital products. Even if a few corners are cut, the
important thing is the customer gets their drugs, right?
Further, a unique relationship with regulators exists. Possibly
allowing bad actors to rationalize avoiding penalties for their
actions. For example, imagine a company producing an
angiotensin II receptor blocker such as Valsartan is cited for
policy incompliance. Regulators are then trapped in a
regulator's dilemma. Shut the facility down until the violation
is corrected. Therefore, risking a drug shortage in which
thousands of patients could suffer (Jackevicius et al., 2020).
Or allow the facility to continue producing the product with
an agreement that the facility will fix the problem moving
forward. With the latter option the most typical choice, the
regulators are left having to rely on good faith alone.
Allowing room for bad actors to easily rationalize penalty
avoidance even if detection were to occur. Of course, this
example is simplified. Indeed, regulator's dilemmas can be
highly complex (Schilsky, 2018). Yet, the point remains.
Pharmaceutical suppliers have a unique advantage over
regulators. Hence, the sensitive nature of pharmaceuticals
provides an environment for fraudsters to rationalize their bad
actions.
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Satisfying each element of the fraud triangle the
pharmaceutical industry provides an ideal environment for
fraud to manifest. Pharmaceutical fraud is overarching and
often refers to several unethical or dishonest acts. Indeed, it is
not easy to define and has yet to find a universal definition.
Health drug frauds, which are drug products that claim to treat
disease or improve health with unproven effectiveness (FDA,
2016). And current good manufacturing practice (cGMP)
incompliance in which pharmaceutical manufacturers
knowingly (or unknowingly-this aspect being somewhat
irrelevant as it is their legal responsibility to know) distribute
low-quality products or fail to take the actions required to
ensure quality (Rovira and Espin, 2009) are but two examples
of what may be termed pharmaceutical fraud. To further
complicate the ambiguous terminology, pharmaceutical
counterfeiting, a common pharmaceutical crime, has found
several definitions. For example, the world health
organization (WHO) defined counterfeit medication as "one
which is deliberately and fraudulently mislabeled with respect
to identity and/or source. Counterfeiting can apply to both
branded and generic products and, counterfeit products may
include products with the correct ingredients or with the
wrong ingredients, without active ingredients, with
insufficient active ingredients or with fake packaging."(WHO,
1999).While the FDA has simply referred to counterfeit drugs
as "fake medicine" that may be harmful to one's health (FDA,
2011a). Further, WHO's attempts to update their definition
have provided more confusion. Leading authors to often
revert to the 1999 definition (Acri, 2018; Deisingh, 2005).
Keen readers may have already noticed the overlaps in the
WHO's 1999 definition of pharmaceutical counterfeits and the
FDA's 2016 definition of health drug frauds. Nevertheless, for
the purposes of this article, pharmaceutical fraud will be
loosely defined as any intentionally deceitful action intended
to provide dishonest gain through or related to
pharmaceuticals and will be used to describe the actions
which result in CAMMs. And unfortunately, CAMMSs are a
growing problem.

Pharmaceutical fraud is a growing issue. Indeed,
WHO estimates that nearly 10% of the global pharmaceutical
trade is counterfeit (Williams and McKnight, 2014). Further,
counterfeits are no longer just an issue in developing regions
of the world but a global concern (Wertheimer et al., 2003). In
2012, it was estimated that approximately 1% of drugs in the
US were counterfeit, with an expected increase to occur
annually (Chambliss et al., 2012). Though 1% seems
negligible, Chambliss points out that if a pharmacy distributes
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200 prescriptions a day. Two may be counterfeit (Chambliss et
al., 2012). Recently, Valisure located in Connecticut reported
that nearly 10% of the drugs tested have been counterfeit,
adulterated, or misbranded (Valisure, 2021). Meaning out of
200 prescriptions 20 may be substandard. In other regions of
the world, counterfeit drugs can make up to nearly 50% of the
region's supply (Wertheimer et al., 2003; Williams and
McKnight, 2014). In 2011, 64% of anti-malaria drugs in
Nigeria were counterfeit (Blackstone et al., 2014). A quality
assessment study of 7 cardiovascular drugs in 10 sub-Saharan
countries found that of 1530 drugs tested, 249 were of poor
quality. With amlodipine having the highest prevalence with,
87 of 305 samples deemed substandard. The study concluded
that nearly 1 in 6 samples were counterfeit (Antignac et al.,
2017). Truly pharmaceutical frauds are not a victimless crime.
Indeed, reputable companies, partners, and patients are
victimized.

CAMMs are particularly damaging to the reputable
company. Indeed, piracy and counterfeits cost US companies
nearly $200 billion annually and cost 750,000 jobs
(Blackstone et al., 2014). Damages such as these have
motivated companies to join the fight against counterfeits. For
example, Pfizer’s partnership with law enforcement has
prevented approximately 226 million counterfeits from
reaching markets since 2004 (Pfizer, 2020). Additionally,
Medsaf, a vitamin turn medicine manufacturer, has partnered
with over 500 pharmacies and 100 hospitals to provide
genuine medication to regions across Nigeria (Adeshokan,
2018). Though a great start, even one CAMM can be
disastrous.

Pharmaceutical frauds can have catastrophic
consequences for patients. In 2008, heparin batches
possessing cheap contaminates in replacement of the API
reached consumers. This resulted in a national recall but came
too late for an estimated 83 patients who lost their lives
(Blackstone et al., 2014). Similarly, 120 hospital patients in
Pakistan lost their lives to contaminated Isotab. The isotab
was reportedly  contaminated ~ with  anti-malarial
pyrimethamine causing rapid white blood cell depletion in its
victims (Arie, 2012). Reports claim that CAMM kill nearly
100,000 annually in sub-Saharan regions alone (Adeshokan,
2018). A number that continues to rise (Atabong, 2021).
Globally more than 500 children have died due to cough syrup
contaminated with ethylene glycol (Liang, 2006). Nearly
155,000 children die annually due to poor-quality
anti-malarial drugs (Nayyar et al, 2019).While 100,000
children's deaths occur annually due to poor quality


http://www.contactincontext.org/
http://www.contactincontext.org/

Contact
in Context

Pharmaceutical Sciences 4

pneumonia treatments (Sample, 2019). Making matters worse
pharmaceutical frauds may be harming patients in unforeseen
ways. Such as its contribution to antimicrobial resistance
(Nayyar et al., 2019). Clearly, pharmaceutical fraud is a
critical problem resulting in illness, loss of jobs, and loss of
life. A problem only exacerbated when legitimate companies
are involved. This topic will be covered through several case
studies. But first to gain a deeper understanding of the
problem, the next section provides several examples of
pharmaceutical frauds. This is followed by the case studies
section before concluding.

Examples

The remaining part of this section aims to briefly discuss
several examples of pharmaceutical fraud. Let us begin our
discussion with a fraud previously mentioned- counterfeiting.

Counterfeiting

As mentioned in the Introduction, counterfeiting has
found several definitions. Making matters worse, countries '
legal definitions of what makes a drug counterfeit remain
misaligned. Meaning what may be legal in one country is not
necessarily legal in another. A cause for concern in a
globalized supply chain. Nevertheless, for the sake of this
article, we will revert to the WHO’s 1999 definition. Which
was prompted after 771 reports of counterfeits were reported
between 1984-1999. With nearly 78% of these reports coming
from developing countries (Deisingh, 2005). Since then, the
number of counterfeit incidents have continued to increase in
developing countries. Indeed, the WHO estimates that 1 in 10
medical products in low to middle-income countries are
counterfeit (WHO, 2019). With the internet playing a key
role in the scale-up of counterfeits through means of falsified
pharmacies and delivery drug deals (O’Hagan and Garlington,
2018). Counterfeit drugs are a critical issue in more developed
countries as well.
In 2016, 1579 North Americans experienced seizures related
to taking counterfeit medicine (Acri, 2018). Further, North
America is facing an alarming increase of illegally trafficked
Fentanyl-laced counterfeits at the time of this writing (DEA,
2020). Fentanyl-laced drugs such as Oxycodone and Xanax
add to the growing number of overdoses and deaths related to
counterfeit medicine in the illegal drug markets (Castillo,
2021; Moss, 2021; US Department of Justice, 2020). Indeed,
counterfeit drugs can be dangerous. Further counterfeits can
also be damaging to the drug supply itself.

Beyond breeding an environment of mistrust.
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Reputations of respectable manufacturers are on the line, as
well as brand integrity. Indeed, victims of counterfeit drugs
have filed lawsuits against the respectable company for not
safeguarding products against tampering (Deisingh, 2005).
CAMM’s sourced by reputable manufacturers make solving
the problem even more difficult. For example, researchers at
the University of Kentucky (UK) found that 2 of the 3
companies supplying Acetazolamide to the UK hospital were
contaminated and only contained 80-87% of the labeled API
amount (Chapin and Willett, 2021). Though the root cause of
this issue is still unknown, it may be speculated that the drug
product originally contained the labeled amount and degraded
over time. If this is the case, a cGMP incompliance may be to
blame as these batches of Acetazolamide should have never
reached the pharmacy. This leads to the next example-cGMP
incompliance.

¢GMP incompliance

cGMP is a set of practices designed to ensure quality
in pharmaceutical manufacturing (Campbell and Lodder,
2021). GxP extends these practices to x=distribution, clinical,
laboratory, and other settings. ¢cGMP and related GxP
practices are among the most violated pharmaceutical
guidelines (Rovira and Espin, 2009). Though most violations
are likely accidental and typically corrected before much harm
is done. Not all violations fall under the accidental category.
PharmaTech LLC for example, went through numerous
inspections and warnings yet still failed to correct cGMP
violations (FDA, 2012; Lalama et al., 2016). PharmaTech’s
inaction allowed for Burkholderia cepacia (BC)- an
opportunistic pathogen with the capacity to cause serve
respiratory illness- growth in the facility's water system
(Tavares et al., 2020). The same water was used to formulate
the company's over-the-counter (OTC) Dicto Liquid stool
softener (Lalama et al., 2016). After infecting several the FDA
called for a national recall (Kerr, 2017). Though the damage
was done, and PharmaTech would face a lawsuit for the death
of a 10-month-old infant. A case that PharmaTech settled in
2020 (Fischer, 2020).

Delaying Generics

Innovator drug companies facing patent expiration
may delay generic market entry by suing the generic
producers. By claiming allegations that the generic company
has infringed on the innovator’s patents. Innovators can delay
market entry by 30 or more months (Rovira and Espin, 2009).
Indeed, the most common delay of generic entry is patent
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litigation (Dave et al., 2020). Allowing the innovator to have
additional exclusivity on the market that more than
compensates for the legal cost of the trials (Feldman, 2017,
Rovira and Espin, 2009). Although this tactic is not
necessarily fraud, it is an example of gaming the Hatch
Waxman Act (Feldman, 2017) and is estimated to be costing
Medicaid millions (Dave et al., 2020). Additional methods for
delaying generics include refusal of product samples, which
are needed to prove bioequivalence (Feldman, 2017).

Price Hikes

Between 2009 to 2016, Mylan raised EpiPen prices by more
than 400% (Carrier and Minniti, 2017). Resulting in the
epinephrine delivering device costing over $600. When the
medicine itself only cost pennies per dose (Carrier and
Minniti, 2017; Glabau, 2017). Further, Mylan misclassified
EpiPen as a generic instead of a branded drug. Resulting in
Mylan paying lower rebates to the government (SEC, 2019).
In essence, withholding millions of rightly owed funds from
Medicaid. Mylan settled the violation against the False Claims
Act by agreeing to pay $465 million (US Department of
Justice, 2017). Additionally, Mylan refused to work with
government investigators throughout the investigation
process. Specifically failing to disclose or accrue for losses
relating to the investigation (SEC, 2019). This time Mylan
agreed to pay $30 million to settle the disclosure and
accounting failures (SEC, 2019). Mylan’s EpiPen prices are
not necessarily fraudulent; but they are arguably unethical as
they limit access to lifesaving medicine. Other examples of
price hiking are Daraprim’s 5000 percent increase by then
Turing Pharmaceuticals (Luthra, 2018) and Novartis’
one-time injection for spinal muscular atrophy that costs $2.1
million, Zolgensma (Lupkin, 2019). Even insulin has been
targeted with manufacturers facing recent lawsuits over
alleged price fixing (Anderson, 2020; Sagonowsky, 2019).

2 MEeTHODS

The potential for monetary gain through unethical or
fraudulent acts is examined in four case studies. These
studies focus on legitimate companies that opted a
dishonest path. The studies include - purchasing and
distributing from unlicensed sellers, unlawful promotion of
Paxil, Wellbutrin, and Avandia, and concealing knowledge
of cancerous risk data. Financial and economic information
is gathered through mining the US Department of Labor
Statistics, govinfo, US Securities and Exchange
Commission, and US Department of Justice databases.
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3 REsuLTs

CAMM are a serious threat to the pharmaceutical
supply chain as they are difficult to detect and can by life
threatening. CAMMs become an even larger threat when they
are sourced through reputable companies. To shine light on
this topic and provide an understanding of the problem and its
respective monetary motivates this section examines the
economics and potential monetary gain surrounding four
cases of pharmaceutical  fraud.
included-purchasing and distributing from unlicensed sellers,
unlawful promotion of Paxil, Wellbutrin, and Avandia, and

Examined cases

concealing knowledge of cancerous risk data. For each case,
an economic screenshot is provided which summarizes
potential pressures, motivates, and goings-on during the time
of the event.

Purchasing and distributing from Unlicensed

Sellers

A unique scheme was developed by Cumberland
Dis- tribution, Inc., (“Cumberland”) a wholesale
prescription drug distributor licensed in Tennessee (TN).
The company knowingly bought prescription drugs from
unlicensed “street sellers” (Middle District of Tennessee,
2013). Purchasing took place in New York and Miami
through a network of individuals with legitimate
prescriptions. Drugs entangled in this scheme include drugs
used to treat immunodeficiency virus/ acquired
immunodeficiency syndrome, antipsychotic,
antidepressants, blood pressure, and diabetes (Middle
District of Tennessee, 2013; Roth, 2021a). The drugs were
then shipped to Cumberland’s warchouse located in
Nashville, TN. Here the drugs underwent cleaning,
organizing and repacking before being sold and distributed
to independent pharmacies. Those involved attempted to
evade authorities by setting up private emails, purchasing
burner phones, and renting another warehouse (Boling,
2018a). Red flags surrounding the Cumberland case
included a number of reports claiming drug bottles
contained the wrong medicine, incorrect labeling, and
foreign objects. Several reports claimed at least one bottle

contained tic tacs instead of medicine (Boling, 2018b).
The Cumberland’s economic screenshot surrounding this case

is:

e The crimes took place between December 2006 to
August 2009 (Middle District of Tennessee, 2013) in
Nashville, TN; Miami, Florida; and New York, New
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York. During this time the US was facing an
economic recession in which over 8 million jobs
were lost (Barello, 2014). This may have given
individuals an incentive to sell their drugs cheaply
for extra cash. However, some studies suggest
American’s Pharmaceutical sales went up nearly
12% during the recession.

e Unemployment rates
(Cunningham, 2018).

o Pharmaceutical companies conducted large scale
lay-offs. For example, Pfizer laid off over 1,000
employees in 2009 (Buxton, 2019).

e Raw material import costs increased (Buysse, 2010).

peaked around 10%

The scheme resulted in the company grossing over $50
million-dollar in proceeds. Resulting in over $14 million
dollars in profit. Criminal charges were brought against
the company’s President and two co-workers.
Cumberland’s President was found guilty of Mail Fraud.
The president was made to forfeit $1.4 million and was
sentenced to six years in prison. Further, the court order
for restitution payments totaling $3,386.08 to two
pharmaceutical companies (Middle District of Tennessee,
2013).

Unlawful Promotion of Paxil, and Wellbutrin,
and Avandia

In 2012, GlaxoSmithKline (GSK) pleaded guilty and
agreed to the largest pharmaceutical fraud settlement in US
history at the time (Office of Public Affairs, 2012). The
settlement was a result of GSK’s unlawful promotion of Paxil,
and Wellbutrin. Along with the failure to disclose clinical
safety data of the diabetes drug Avandia (District of
Massachusetts, 2012). Court documents reveal claims that
between January 1, 1998, to December 31, 2003, GSK
promoted off-label uses of Paxil. Between January 1, 1999, to
December 31, 2003, GSK knowingly promoted Wellbutrin for
off- label uses (e.g., weight loss and sexual dysfunction) and
at dosages other than those for which it was approved by the
FDA (Ortiz, 2012). Further claims made in the settlement
involved the asthma medication Advair being unlawfully
promoted between January 1, 2001, to June 30, 2010,
concerning dose. Lamictal between January 1, 1999, to
December 31, 2003, being promoted off-label. Zofran
between January 1, 2002, to December 31, 2004, being
promoted off-label. And a kickback scheme involving Praxil,
Wellbutrin, Advair, Imitrex, Lotronex, Flovent and Valtrex
(Ortiz, 2012).
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Focusing solely on Paxil, Wellbutrin, and Avandia,
the economic gain of GSK’s actions was enormous. Though
difficult to separate the “honest” profit from dishonest profit,
one can gain an idea from looking at the sales during the years
covered by the settlement and the fine given. Here is a
screenshot of GSK sales during the settlement period.

e  Paxil brought in $11.6 billion in sales.
e  Wellbutrin brought in $5.9 billion in sales.
e  Avandia brought in $10.4 billion in sales (Sifferlin,

2012).

GSK agreed payout is as follows.

GSK agreed to pay $1 billion in criminal penalties.

The $1 billion criminal fine was broken down as

follows.
o $159,768,000 for the unlawful promotion of
Paxil.
0 $554,433,600 for the unlawful promotion of
Wellbutrin.
0 $43,185,600 criminal forfeiture for Paxil
and Wellbutrin.

o $242,612,800 criminal fine for Avandia.

e  GSK agreed to pay $2 billion in civil damages to
federal and state healthcare programs. The $2 billion
dollar fine for civil damages was broken down as
follows.

o  Federal Recovery: $1,501,618,568.

o State and Public Health Service (PHS)
recovery: $498,381,432 (Ortiz, 2012; US
Department of Justice, 2012).

e The GSK’S economic screenshot between 1997 to
2010 is:

e Zantac's market exclusivity was terminated in July
1997 (Bendt et al., 2002

e ). Until this date Zantac was bringing in the Glaxo
Wellcome company nearly $1.6 billion in U.S
revenue annually (Moore, 1997).

Asian financial crisis began in 1997.

The early 2000s recession covered approximately 1
year of the settlement range. Further, this recession
was noted for its general decline in exports. Along
with a decline in businesses investing in structures
and inventories (Kliesen, 2003).

e The US was facing the great recession in
approximately 2 (2007-2009) of the ~10-12 years
(1998-2010) covered by the case (Barello, 2014)
.This event may have contributed to the ~£1 billion
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drop in pharmaceutical US sales and subsequent drop
in profit in 2007 (See Figure 1 and 2).

e Augmentin lost patent protection early in 2002 with
the patent meant to last until 2018. Augmentin was
GSK'’s second largest drug in the year prior (Tesler,
2004).

Avandia lost market exclusivity in 2008.

Avandia experienced regulatory whiplash. In 2008,
the FDA mandated the medicine come with black
box label concerning increased ischemic
cardiovascular risk. This was later retracted in 2010.
There is some evidence that this may have influenced
patients taking it and hence sales (Hickson et al.,
2019).

®  Advair lost market exclusivity in 2010. However, the
FDA did not approve the first generic of Advair until
2019 (Meyer, 2019).

30
_ .
25 /
4} _/‘
3 20 A o
17,] ———
p— /
< i -
EP
=
810 A
<
T o T
=
[a™
0 : T : : : : : T : T

R N SRR

L’ N O O K

RN S SN S N
Year

N N
O° & & D
NN A D

Figure. 1. Summarizes GSK’s total pharmaceutical sales (black
line), US pharmaceutical sales (blue line), and European
pharmaceutical sales (red line) between 1998-2010. Data gathered
from GSK’s annual in- vestor reports(GSK, 2010, 2009,, 2008, 2007,
2006, 2005, 2004, 2003, 2002, 2001, 2000).

GSK faced numerous patent expiration and multiple
economic recessions during the time covered in the $3 billion
settlement. GSK also suffered multiple negative results in
clinical trials with drugs such as Praxil, lack of efficacy for
depression in patients under the age of 18 (Office of Public
Affairs, 2012). Further, generic introduction can cut nearly
90% of a company’s sales (DeRuiter, 2012). The numerous
losses of high-profit drugs during a short time with multiple
recessions and negative clinical results may have incentivized
the company’s dishonest actions. Nevertheless, the scheme
was brought to light by whistleblowers. Notably Thomas
Gerahty, a former senior marketing development manager for
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GSK, and Matthew Burke, a former regional vice president
for GSK (Kelton and Brown, 2011; Phillips & Cohen, 2012).

Concealing cancerous risk of pioglitazone

In 2015, Takeda Pharmaceutical agreed to pay a product
liability settlement of $2.37 billion (Casseres et al., 2020).
The settlement came approximately a year after Takeda and
partner Eli Lilly were ordered to pay $9 billion (75% paid by
Takeda and 25% paid by Lilly) for concealing knowledge of
pioglitazone (brand name Actos) bladder cancer risks. Though
the $9 billion quickly dwarfed to $36.8 million after appeals
(Grisham and Harding, 2015). Both cases originate from a
2011 lawsuit against Takeda by Terrence Allen and Susan
Allen. The allegations against Takeda were that Actos had
caused Terrence’s bladder cancer. However, Takeda argued
that “bladder cancer cannot occur within one year of exposure
to a causative agent” (Doherty, 2014). Despite this, the jury
awarded $1.475 million in compensation to the Allens
(Doherty and Magistrate Judge Hanna, 2014). Although the
Allens were not the first to accuse Takeda of concealing
knowledge they were the first to be successful in court
(Sullivan, 2018). Following the Allens’ success, numerous
lawsuits against Takeda with similar allegations cropped up.
Ultimately leading Takeda to its $2.37 billion settlement
agreement. Despite the settlement, multiple studies have
continued to conflict with the court’s decision that Actos is
associated with increased rates of bladder cancer (Lewis et al.,
2015; Tang et al., 2018). Nevertheless, the FDA backs the
position that pioglitazone does have the potential for
cancerous risks (FDA, 2011b).
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Figure. 2. Summarizes GSK’s profit before taxation by year.
Data gathered from GSK’s annual investor reports (GSK, 2010,
2009, 2008, 2007, 2006, 2005, 2004, 2003, 2002, 2001, 2000).
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In addition to potential bladder cancer risks, Actos also
carries a black-boxed warning. Stating the users of Actos are
at an increased risk of congestive heart failure. The warning
came alongside Avandia’s black box warning in 2007 (Tanne,
2007) .Unlike Avandia, Actos black-box label stuck. To gain a
deeper understanding of Takeda during this time, let us look at
an economic screenshot.

The economic screenshot of Takeda’s early years to roughly
2011 is:

e 1985 Takeda began globalizing via a joint venture
with  Abbott  Laboratories  through  TAP
Pharmaceuticals.

1985 TAP begins marketing Lupron.

1989 TAP releases Lupron Depot.

1991 Lansoprazole proton pump inhibitor launches
in Europe.

e 1995 Lansoprazole (brand name Prevacid) approved
in the US.

e Between 1995-1999 Takeda launched several
worldwide ventures including

o  Established Takeda UK in 1997.
o Established Takeda Ireland in 1997.
o Established a R&D and holdings group in
America in 1997.
Established Takeda America in 1998.
Established a European R&D center in 1998
(Takeda, 2021).
Actos gained FDA approval in 1999.
In 2001, TAP agreed to pay $875 million for
unlawful promotion of Lupron. This was one of the
earlier settlements against the False Claims Act in
the US (Girard, 2009).

e According to court documents Actos net sales
between 1999 and 2012 were $24 billion dollars
(Doherty, 2014).

o Novartis and TAP came to a licensing agreement for
Prevacid in 2005 (Japsen, 2005).

e Actos was the world’s top selling diabetes drug in
2007. This may have resulted from rival drug
Avandia’s link to heart attacks during the same time
(Turner et al., 2021).

o Novartis gained Prevacid OTC approval by the FDA
in 2009 (Novartis, 2010).

e  Actos sales peaked at $3 billion in 2010 (Doherty,
2014).

e In 2011. Germany and France pulled Actos off the
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market (Turner et al., 2021).

From the economic screenshot above, it seems that Actos
launched around the time Takeda was expanding. As an up
and coming company attempting to globalize, it would seem
natural to expect pressures for blockbuster developments such
as Actos to exist within the company. Assuming Takeda was
aware of the potential risks of Actos. The company may have
been incentivized to conceal this knowledge due to the
company undergoing a critical stage in its development.

4 DISCUSSION

The three case studies above provide context of the
links between monetary incentives and fraudulent acts. Such
behavior has contributed to the industry’s past reputation for
holding stakeholder opinions over patients (Kessel, 2014).
Though recently, the industry has had an improvement in
reputation. The 2019 PatientView survey showed that 46% of
patients surveyed viewed pharmaceutical companies as
excellent or good- a 5% increase from the year before (Wyke,
2020). Even generic companies saw an increase in reputation
from 34 to 35% (Wyke, 2020). But with nearly continuous
unethical behavior being uncovered through the FDA and
independent investigators such as Valisure and UK’s Quality
Study, will an improved reputation hold? It would seem
difficult as bad actors continue to target vital materials.
Lacking quality controls with Remdesivir processing (Almeter
et al., 2021), counterfeited COVID-19 vaccines (FDA, 2021),
and contaminated hand sanitizer with Benzene (Henderson,
2021) are just a few examples. It would not be surprising for
the entire healthcare sector to take a hit in reputation with
such acts. So comes the question- how do we combat
pharmaceutical fraud?

Many argue that in order to combat pharmaceutical
fraud, the penalty must be placed on corporate executives, and
it must be higher than the company simply writing a check.
Instead, criminal charges directly against CEOs and
executives resulting in prison sentences are suggested
(Waters, 2012). However, in the US, it is challenging to
convict company executives of pharmaceutical frauds. Even
the infamous former CEO of then Turing Pharmaceuticals,
Martin Shkreli (aka Pharma bro) was found guilty of security
frauds not necessarily pharmaceutical frauds (Gizzi and
Schmidt, 2017). Despite his alleged involvement with
Daraprim’s ongoing 5000% price hike (Siddons, 2021).
Conviction for pharmaceutical fraud is not impossible
though.

Insys Therapeutics founder John Kapoor and several
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executives were found guilty of illegal distribution of a
controlled substance (Dyer, 2019). The case made history as
the first time prosecutors had brought criminal Racketeer
Influenced, and Corrupt Organizations (RICO) charges
against pharmaceutical executives (Ortyl, 2019). The
conviction sentenced John Kapoor to 66 months in the
custody of the Bureau of Prisons, followed by three years of
supervised release (Massachusetts, 2020). Executives
involved faced lesser time with the minimum possible prison
time given to Michael L. Babich, the former CEO of 2
months, but it could be as much as 30 months (Massachusetts,
2020). Additionally, the FDA took action against members
involved. Permanently debarring former Insys executive
Sunrise Lee from “providing services in any capacity to a
person that has an approved or pending drug product
application” (Roth, 2021b). Similar debarment notices were
given to others convicted, including John Kapoor (Roth,
2021c, 2020a, 2020b). Indeed it seems that Kapoor’s potential
for future monetary incentives to commit fraud was stripped.
However, it is yet to be seen if such punishments will
decrease corporate pharmaceutical frauds.

5 CONCLUSION

Several common examples of pharmaceutical fraud
have been presented. Including counterfeiting, cGMP
incompliance, and more. In addition, case studies have been
explored. Though each example and case studies vary in
detail, they all stay linked through the monetary incentives for
the actor. Assuming the companies involved in the case
studies were not caught, they would have made off with
billions of unjustly earned money. Findings suggest that
monetary incentives are common among unethical fraud
cases. Economic recessions, patent expirations, and company
expansion are amongst the most consistent economic factors
surrounding the cases studied. Suggesting these variables may
be predictors of potential drug quality issues.

It will be interesting to see how the industry’s
reputation holds up as more independent investigators join the
FDA in the fight against pharmaceutical crimes. As more and
more cases are uncovered, it seems there is a vital need for
reform, whether in policy or punishment. Otherwise, we can
expect more pharmaceutical fraud in our daily news
headlines.

References

Acri, K.IM.L., 2018. Pharmaceutical counterfeiting:

ISSN: 1547-8890

Campbell

Endangering public health, society, and the economy,
Fraser Institute. https://doi.org/10.1039/b40775%h

Adeshokan, O., 2018. 100K Africans Die From Fake Meds
Each Year. Can She Save Then? [WWW Document].
OZY. URL
https://www.ozy.com/around-the-world/100k-africans-d
ie-from-fake-meds-each-year-can-she-save-them/88544
/7utm_source=Global Health NOW Main
List&utm_campaign=d0b7dal391-EMAIL _CAMPAIG
N_ 2018 09 10 04_18&utm_medium=email&utm_ter
m=0 8d0d062dbd-d0b7da1391-28908

Aldridge, S., 2007. The Shape Shifters. Chem. World 64-70.

Anderson, M., 2020. Drugmakers , PBMs must jointly face
insulin price- fixing lawsuit , judge rules [WWW
Document]. Becker’s Hosp. Rev. URL
https://www.beckershospitalreview.com/pharmacy/drug
makers-pbms-must-jointly-face-insulin-price-fixing-law
suit-judge-rules.html

Antignac, M., Diop, B.L., Do, B., N’Guetta, R., Toure, L.A.,
Zabsonre, P., Jouven, X., 2017. Quality assessment of 7
cardiovascular drugs in 10 sub-Saharan countries: The
SEVEN study. JAMA Cardiol. 2, 223-225.
https://doi.org/10.1001/jamacardio.2016.3851

Arie, S., 2012. Contaminated drugs are held responsible for
120 deaths in Pakistan. BMJ 344, 2012.
https://doi.org/10.1136/bmj.e951

Atabong, A.B., 2021. African countries are trying to work
together to stop a borderless fake drug problem [WWW
Document]. Quatz Africa. URL
https://qz.com/africa/1788333/lome-initiative-takes-on-
africa-fake-drug-problem/?utm_source=Global+Health
+NOW+Main+List&utm campaign=c8d63cf7f6-EMAI
L_CAMPAIGN_2020 _01_17_01_56&utm_medium=e
mail&utm_term=0_8d0d062dbd-c8d63cf7{6-2890801

Barello, S.H., 2014. Consumer spendingand U . S .
employment from the 2007 — 2009 recession through
2022. U.S. Bur. LABOR Stat.

Bauer, J., Spanton, S., Henry, R., Quick, J., Dziki, W., Porter,
W., Morris, J., 2001. Ritonavir: An extraordinary
example of conformational polymorphism. Pharm. Res.
18, 859-866. https://doi.org/10.1023/A:1011052932607

Bendt, E.R., Kyle, M.K., Ling, D., 2002. The Long Shadow of
Patent Expiration: Generic Entry and Rx to OTC
Switches. Natl. Bur. Econ. Res. - Conf. Res. Income
Wealth, Symp. Scanner Data Price Indexes, Marriott

Cryst. Gatew. Hotel. Arlington, Virginia.


http://www.contactincontext.org/
http://www.contactincontext.org/

Contact
in Context

Pharmaceutical Sciences 10

Bingham, J., 2009. Drug dealers ’ switching from cocaine to
fake Viagra ’ [WWW Document]. Telegr. URL
www.telegraph.co.uk/news/uknews/law-and-order/4925
836/Drug-
dealers-switching-from-cocaine-to-fake-Viagra.html.

Blackstone, E.A., Fuhr, J.P.,, Pociask, S., 2014. The health and
economic effects of counterfeit drugs. Am. Heal. Drug
Benefits 7, 216-224.

Boling, D., 2018a. Former President of Cumberland
Distribution , Inc . Sentenced to 15 Years in Federal
Prison for $ 50 Million Drug Diversion Scheme, U.S.
DEPARTMENT OF JUSTICE.

Boling, D., 2018b. Former President Of Houston-Based Drug
Company Convicted In § 50 Million Drug Diversion
Scheme, Department of Justice U.S. Attorney’s Office.

Buxton, E.C., 2019. Financial Crisis Reshaping the Life
Sciences Industry. AAPS Newsmag.
https://doi.org/10.1126/science.caredit.a0900048

Buysse, I.., 2010. Impact of the economic recession on the
pharmaceutical sector. WHO Collab. Cent.
pharmaceopidemilogy Pharm. policy Anal.

Campbell, H.R., Lodder, R.A., 2021. A Brief Review of
FDA’s Novel Tools for Ensuring Pharmaceutical
Quality in the Human Drug Supply Chain. CIC Pharm.
Sci. 1-10.

Carrier, M.A., Minniti, C.J., 2017. The untold epipen story:
How mylan hiked prices by blocking rivals. Cornell
Law Rev. 102, 53-72.

Casseres, J., Casseres, J., Chauvin, R., Carrier, R., Nelson, P.,
Nelson, S., 2020. CANADIAN ACTOS ® I
PIOGLITAZONE SETTLEMENT AGREEMENT,
CA2 Class Action Administration.

Castillo, S., 2021. DEA warns about counterfeit drug dangers
after doctor ’ s son died from counterfeit Xanax
[WWW Document]. El Paso News. URL
https://www.ktsm.com/local/el-paso-news/dea-warns-ab
out-counterfeit-drug-dangers-after-doctors-son-died-fro
m-counterfeit-xanax/

Chambliss, W.G., Carroll, W.A., Kennedy, D., Levine, D.,
Moné, M.A., Ried, L.D., Shepherd, M., Yelvigi, M.,
2012. Role of the pharmacist in preventing distribution
of counterfeit medications. J. Am. Pharm. Assoc. 52,
195-199. https://doi.org/10.1331/JAPhA.2012.11085

Chapin, B.E., Willett, K., 2021. UK Drug Quality Testing
Leads to Petition to Recall Injectable Drug [WWW
Document]. URL

ISSN: 1547-8890

Campbell

https://uknow.uky.edu/research/uk-drug-quality-testing-
leads-petition-recall-injectable-drug

Chen, J., James, M., 2021. What is fraud? [WWW Document].
Investopedia. https://doi.org/10.4324/9781843926115-9

Cressey, D.R., 1973. Other People’s Money: A Study in the
Social Psychology of Embezzlement. Montclair, NJ:

Cunningham, E., 2018. Great Recession, great recovery?
Trends from the Current Population Survey. U.S. Bur.
LABOR Stat. https://doi.org/10.21916/mlr.2018.10

Dave, C. V., Sinha, M.S., Beall, R.F., Kesselheim, A.S., 2020.
Estimating the cost of delayed generic drug entry to
medicaid. Health Aff. 39, 1011-1017.
https://doi.org/10.1377/hlthaff.2019.00673

DEA, 2020. Alarming spike in fentanyl-related overdose
deaths leads officials to issue public warning. United
States Drug Enforc. Adm.

Deisingh, A.K., 2005. Pharmaceutical counterfeiting. Analyst
130, 271-279. https://doi.org/10.1039/640775%h

DeRuiter, J., 2012. Drug Patent Expirations and the “Patent
Cliff.” Uspharmacist 37, 12-20.

District of Massachusetts, 2012. GlaxoSmithKline Pleads
Guilty and is Sentenced to Pay One Billion Dollars in
Criminal Fine and Forfeiture, Department of Justice.

Dobherty, J., Magistrate Judge Hanna, 2014. IN RE: Actos
Products Liability Litigation. United States Dist. Court
West. Dist. Louisiana Lafayette Div.

Doherty, R.F., 2014. Allen v. Takeda Pharm. N. Am., Inc.
UNITED STATES Dist. Court West. Dist. LOUISIANA
LAFAYETTE Div.

Dyer, O., 2019. US obtains first criminal conviction of a
pharma CEO over opioid doctor kickbacks. BMJ 365,
12076. https://doi.org/10.1136/bm;j.12076

Everts, S., 2010. Fake Pharmaceuticals. Sci. Technol. 88,
27-29.

FDA, 2021. Beware of Fraudulent Coronavirus Tests,
Vaccines and Treatments [WWW Document]. US
Food Drug Admin. URL
https://www.medpagetoday.com/special-reports
/exclusives/91806

FDA, 2016. Medication Health Fraud [WWW Document].
U.S. Food Drug Adm. URL
http://www.fda.gov/Drugs/ResourcesForYou/Consumer
s/BuyingUsingMedicineSafely/MedicationHealthFraud/
default.htm

FDA, 2012. Inspection Report-FEI No. 3008328782. Dep.
Heal. Hum. Serv. -FDA 1-3.


http://www.contactincontext.org/
http://www.contactincontext.org/

Contact
in Context

Pharmaceutical Sciences 11

FDA, 2011a. Counterfeit Medicine [WWW Document]. U.S.
Food Drug Adm.

FDA, 2011b. FDA Drug Safety Communication: Update to
ongoing safety review of Actos (pioglitazone) and
increased risk of bladder cancer. U.S. Food Drug Adm.

Feldman, R., 2017. Patent Law: How Big Pharma Delays
Generic Entry 1, 14.

Fischer, N.B., 2020. SINGLETON et al v. PHARMATECH
LLC et al, WESTERN DISTRICT OF
PENNSYLVANIA.

Girard, V.W., 2009. Punishing Pharmaceutical Companies for
Unlawful Promotion of Approved Drugs : Why the
False Claims Act Is the Wrong Rx COMPANIES FOR
UNLAWFUL PROMOTION OF APPROVED
DRUGS : WHY THE FALSE CLAIMS ACT IS THE.
J. Heal. Care Law Policy 12, 119-158.

Gizzi, P.G., Schmidt, E.M., 2017. DIVISION OF
ENFORCEMENT’S MOTION FOR SUMMARY
DISPOSITION AGAINST RESPONDENT MARTIN
SHKRELL

Glabau, D., 2017. Conflicting Assumptions: The Meaning of
Price in the Pharmaceutical Economy. Sci. Cult.
(Lond). 26, 455-467.
https://doi.org/10.1080/09505431.2017.1356280

Grisham, J., Harding, R., 2015. Takeda to pay $ 2 . 7bn to
settle Actos cancer claims [WWW Document]. Financ.
Times. URL
https://www.ft.com/content/0f007a92-ee0f-11¢4-987¢-0
0144feab7de

GSK, 2010. GlaxoSmithKline Annual Report 2010.

GSK, 2009. GlaxoSmithKline plc Annual Report 2009.

GSK, 2008. GlaxoSmithKline plc Annual Report 2008.

GSK, 2007. GlaxoSmithKline plc Annual Report 2007.

GSK, 2006. GlaxoSmithKline plc Annual Report 2006.
https://doi.org/10.1002/j.2326-1951.1977.tb01496.x

GSK, 2005. GlaxoSmithKline plc Annual Report 2005.
https://doi.org/10.2307/j.ctvthhcd4.10

GSK, 2004. GlaxoSmithKline plc Annual Report 2004.
https://doi.org/10.5406/j.ctv80cb4z.7

GSK, 2003. GlaxoSmithKline plc Annual Report 2003.
https://doi.org/10.2307/j.ctvw04jwk.8

GSK, 2002. GlaxoSmithKline plc Annual Report 2002.

GSK, 2001. GlaxoSmithKline plc Annual Report 2001.

GSK, 2000. GlaxoSmithKline Plc - Annual Report, 2000.

Hickson, R.P., Cole, A.L., Dusetzina, S.B., 2019. Implications

of Removing Rosiglitazone’s Black Box Warning and

ISSN: 1547-8890

Campbell

Restricted Access Program on the Uptake of
Thiazolidinediones and Dipeptidyl Peptidase-4
Inhibitors Among Patients with Type 2 Diabetes. J
Manag Care Spec Pharm. 25, 72-79.
https://doi.org/10.18553/jmcp.2019.25.1.072.Implicatio
ns

Jackevicius, C.A., Krumholz, H.M., Chong, A., Koh, M.,
Ozaki, A.F., Austin, P.C., Udell, J.A., Ko, D.T., 2020.
Population Impact of Generic Valsartan Recall.
Circulation 411-413.
https://doi.org/10.1161/CIRCULATIONAHA.119.0444
94

Japsen, B., 2005. TAP shares Prevacid rights [WWW
Document]. Chicago Trib. URL
https://www.chicagotribune.com/news/ct-xpm-2005-12-
21-0512210349-story.html

Kassem, R., Higson, A., 2012. The New Fraud Triangle
Model. J. Emerg. Trends Econ. Manag. Sci. 3, 191-195.

Kelton, E.A., Brown, HM., 2011.
Gerahty-et-al-v-GSK-complaint. United States Dist.
Court Dist. Massachusetts.

Kerr, C., 2017. COMPANY ANNOUNCEMENT - Rugby
Laboratories Issues Voluntary Nationwide Recall of
Diocto Liquid and Diocto Syrup Manufactured By
PharmaTech, LLC Due to Possible Product
Contamination [WWW Document]. Food Drug Adm.
URL
https://www.fda.gov/safety/recalls-market-withdrawals-
safety-alerts/rugby-laboratories-issues-voluntary-nation
wide-recall-diocto-liquid-and-diocto-syrup-manufacture
d#recall-announcement

Kessel, M., 2014. Restoring the pharmaceutical industry * s
reputation. Nat. Biotechnol. 32, 983-990.

Kliesen, K.L., 2003. The 2001 Recession: How Was It
Different and What Developments May Have Caused
1t? Fed. Reserv. BANK ST. LOUIS 85, 23-38.
https://doi.org/10.20955/r.85.23-38

Lalama, J., Huntington, J.L., King, J.E., 2016. 483- FEI No.
008328782, Department of Health and Human Services
-FDA.

Lewis, J.D., Habel, L.A., Quesenberry, C.P., Strom, B.L.,
Peng, T., Hedderson, M.M., Ehrlich, S.F., Mamtani, R.,
Bilker, W., Vaughn, D.J., Nessel, L., Eeden, S.K. Van
Den, Ferrara, A., 2015. Pioglitazone Use and Risk of
Bladder Cancer and Other Common Cancers in Persons
With Diabetes expand National Library of. JAMA 314,


http://www.contactincontext.org/
http://www.contactincontext.org/

Contact
in Context

Pharmaceutical Sciences 12

19. https://doi.org/10.1002/pds.3619.

Liang, B.A., 2006. Fade to black: Importation and counterfeit
drugs. Am. J. Law Med. 32, 279-323.
https://doi.org/10.1177/009885880603200207

Luis Valverde, J., 2016. The globalization of medicines as a
challenge for governments, in: The Globalisation of the
Pharmaceutical Industry Pharmaceuticals Policy and
Law. pp. 19-29.

Lupkin, S., 2019. A Decade Marked By Outrage Over Drug
Prices [WWW Document]. Npr. URL
https://www.npr.org/sections/health-shots/2019/12/31/7
92617538/a-decade-marked-by-outrage-over-drug-price
s7t=1613927387599

Luthra, S., 2018. ‘Pharma Bro’ Shkreli Is In Prison, But
Daraprim’s Price Is Still High [WWW Document].
Kaiser Heal. News. URL
https://khn.org/news/for-shame-pharma-bro-shkreli-is-i
n-prison-but-daraprims-price-is-still-high/

Massachusetts, D. of, 2020. United States v. Michael Babich,
Alec Burlakoff, Richard Simon, Sunrise Lee, Joseph
Rowan, and Michael Gurry, John Kapoor.

Meyer, L., 2019. FDA approves first generic Advair Diskus.
FDA. https://doi.org/10.1179/crn.2011.014

Middle District of Tennessee, 2013. Three Individuals
Indicted For Prescription Drug Diversion Conspiracy
[WWW Document]. Dep. Justice U.S. Atty. Off. URL
https://www.justice.gov/usao-mdtn/pr/three-individuals-
indicted-prescription-drug-diversion-conspiracy

Moore, S.D., 1997. Coming Loss of Zantac Patent Doesn ’ t
Bother Glaxo Investors.

Moss, S., 2021. Counterfeit pills possibly laced with Fentanyl
[WWW Document]. News Cent. Maine. URL
https://www.newscentermaine.com/article/news/crime/c
ounterfeit-pills-possibly-laced-with-fentanyl/97-bc60b5
9d-1820-48ae-a6c4-688d43ac187d

Nayyar, G.M.L., Breman, J.G., Mackey, T.K., Clark, J.P.,
Hajjou, M., Littrell, M., Herrington, J.E., 2019.
Falsified and substandard drugs: Stopping the
pandemic. Am. J. Trop. Med. Hyg. 100, 1058-1065.
https://doi.org/10.4269/ajtmh.18-0981

Novartis, 2010. Novartis Annual Report 2010.

O’Hagan, A., Garlington, A., 2018. Counterfeit drugs and the
online pharmaceutical trade, a threat to public safety.
Forensic Res. Criminol. Int. J. 6, 151-158.
https://doi.org/10.15406/frcij.2018.06.00200

OECD, 2008. Chapter 12 Pharmaceuticals, in: The Impact of

ISSN: 1547-8890

Campbell

Counterfeiting and Piracy. pp. 341-378.

Office of Public Affairs, 2012. GlaxoSmithKline to plead
guilty and pay $3Billion to resolve fraud allegations
and failure to report safety data, The United States
Department of Justice.

Ortiz, C.M., 2012. GSK Settlement Agreement.

Ortyl, E., 2019. Criminal RICO, Fighting Corruption and
Fraud in Big Pharma - United States v. Michael L.
Babich. Am. J. Law Med. 45, 86-90.
https://doi.org/10.1177/0098858819849994

Pfizer, 2020. Pfizer’s Role in Combating Counterfeit Medicine
| Pfizer [WWW Document]. Pfizer. URL
https://www.pfizer.com/counterfeiting/fighting-counterf
eit-medicine

Phillips & Cohen, 2012. Two whistleblowers represented by
Phillips & Cohen LLP provided the government with
overwhelming evidence that was at the heart of the
government’s case against GlaxoSmithKline — whose
global headquarters are in London, UK — and the
record-setting $3 bill.

Piaggi, PM., Parrinello, M., 2018. Predicting polymorphism
in molecular crystals using orientational entropy. Proc.
Natl. Acad. Sci. U. S. A. 115, 10251-10256.
https://doi.org/10.1073/pnas.1811056115

Ritonavir, Abbott protease inhibitor, approved., 1996.
. AIDS Treat News 2-3.

Roth, L.K., 2021a. Jerrod Nichols Smith : Debarment. Fed.
Regist. 86, 101-102.

Roth, L.K., 2021b. Order, Sunrise Lee: Final Debarment. Fed.
Regist. 86, 100-101.

Roth, L.K., 2021c. Joseph A. Rowan: Final Debarment Order.
Fed. Regist. 86, 104—-105.

Roth, L.K., 2020a. Michael L. Babich: Final Debarment
Order. Fed. Regist. 85, 76084—76085.

Roth, L.K., 2020b. John Kapoor: Final Debarment Order. Fed.
Regist. 85, 76581-76582.

Rovira, J., Espin, J., 2009. Fraud in pharmaceuticals. Pharm.
Policy Law 11, 161-171.
https://doi.org/10.3233/PPL-2009-0219

Sagonowsky, E., 2019. Insulin pricing lawsuit against Sanofi,
Novo Nordisk and Eli Lilly moves forward [WWW
Document]. Fierce Pharma. URL
https://www.fiercepharma.com/pharma/insulin-pricing-
class-action-lawsuit-to-proceed-against-sanofi-novo-an
d-lilly

Sample, 1., 2019. Fake drugs kill more than doctors warn


http://www.contactincontext.org/
http://www.contactincontext.org/

Contact
in Context

Pharmaceutical Sciences 13

Printer ink , paint and arsenic found in some [WWW
Document]. The Guardian. URL
https://www.theguardian.com/science/2019/mar/11/fake
-drugs-kill-more-than-250000-children-a-year-doctors-
warn

Schilsky, R.L., 2018. Access versus evidence: The regulators’
dilemma. Clin. Trials 15, 240-242.
https://doi.org/10.1177/1740774518770660

SEC, 2019. Mylan to Pay $ 30 Million for Disclosure and
Accounting Failure Relating to EpiPen [WWW
Document]. U.S Securities Exch. Com. URL
https://www.sec.gov/news/press-release/2019-194

Siddons, A., 2021. Drug price spikes still unchecked , five
years after controversy [WWW Document]. CQ Roll
Call.

Sifferlin, B.A., 2012. Breaking Down GlaxoSmithKline s
Billion-Dollar Wrongdoing, TIMES.

Sullivan, T., 2018. Takeda , Lilly Hit with $ 9 Billion Punitive
Damages in Actos Lawsuit [WWW Document]. Policy
Med. URL
https://www.policymed.com/2014/04/takeda-lilly-hit-wi
th-9-billion-punitive-damages-in-actos-lawsuit.html

Takeda, 2021. Globalization : 1985-1999 [WWW Document].
Tak. Pharm. Co. Ltd. URL
https://www.takeda.com/en-us/who-we-are/company-in
formation/history/1985-1999/

Tang, H., Shi, W., Fu, S., Wang, T., Zhai, S., Song, Y., Han, J.,
2018. Pioglitazone and bladder cancer risk: a systematic
review and meta- analysis Huilin. Cancer Med. 7,
1070-1080. https://doi.org/10.1002/cam4.1354

Tanne, J.H., 2007. Russian clinical research is threatened by
ban NHS IT system must use unique identifiers to
achieve potential. BMJ 334, 1237.
https://doi.org/10.1056/NEJMo0a072761

Tesler, V., 2004. Patent Expiry Impact Predictor five
pharmaceutical companies. J. GENERIC Med. 1, 380
~384.

Turner, T., Miller, E., Ipema, H., 2021. Actos [WWW
Document]. Drugwatch. URL
https://www.drugwatch.com/actos/

US Department of Justice, 2020. East Bay Man Charged With
Selling Fentanyl-Laced Pills That Killed Buyer, U.S.
Attorney’s Office Northern District of California.

US Department of Justice, 2017. Mylan Agrees to Pay $465
Million to Resolve False Claims Act Liability for
Underpaying EpiPen Rebates | OPA | Department of

ISSN: 1547-8890

Campbell

Justice [WWW Document]. Dep. Justice Off. Public
Aff. URL
https://www.justice.gov/opa/pr/mylan-agrees-pay-465-
million-resolve-false-claims-act-liability-underpaying-e
pipen-rebates

US Department of Justice, 2012. GLAXOSMITHKLINE
SETTLEMENT FACT SHEET.

Valisure, 2021. Valisure And Govzilla Announce A
Collaboration Focused On Creating A Platform For
Evidence- Based Quality Scores For Drug Products
[WWW Document]. Cision.

Waters, R., 2012. GlaxoSmithKline ’ s $ 3 Billion Hit :
Deterrent or Business Expense ? [WWW Document].
Forbes. URL
https://www.forbes.com/sites/robwaters/2012/07/12/gla
xosmithklines-3-billion-hit-deterrent-or-business-expen
se/?sh=306f4elc28ef

Wertheimer, A.I., Chaney, N.M., Santella, T., 2003.
Counterfeit pharmaceuticals: Current status and future
projections. J. Am. Pharm. Assoc. 43, 710-718.
https://doi.org/10.1331/154434503322642642

WHO, 2019. Substandard and Falsified Medical Products,
World Health Organization.
https://doi.org/10.1097/nmc.0000000000000579

WHO, 1999. Counterfeit Drugs: Guidelines for the
development of measures to combat counterfeit drugs.
Geneva.

Williams, L., McKnight, E., 2014. The real impact of
counterfeit medications. US Pharm. 39, 44-46.

Wyke, A., 2020. > Corporate Reputation of Pharma in 2019 -
the Patient Perspective *. Annual study now in its 9th
year A note about COVID-19 HOW DID INDUSTRY
PERFORM ? [WWW Document]. PatientView. URL
http://createsend.com/t/j-F43443CF1D8428612540EF2
3F30FEDED


http://www.contactincontext.org/
http://www.contactincontext.org/

