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INSIDE

Summary: The pharmaceutical compliance profession has reached an
important crossroads. This article examines how the profession was born,
how it has evolved, and why it should transform from a narrow compliance-based department into a broad risk-based profession.

They say, ‘the best predictor of the future is the past.’ But if you’re a
pharmaceutical compliance officer, you’re hoping that saying isn’t
true. We’re not talking about the more than $25 billion in fines that
pharma and biotech companies have paid since the early 2000s. We’re
talking about the reactive and nonstrategic evolution of our compliance profession to date. As compliance professionals, we’re so overwhelmed by our day-to-day grind that there’s no time to take a step
back to remember how our profession was born, and how it has
evolved until now.
Most importantly, there’s no time to consider what steps we need to
take now to grow the impact and significance of our profession in the
next phase of its evolution. But if we don’t grab hold of the reins, our
profession will continue to be defined and shaped by what happens to
us (reactive), instead of by what we make happen (proactive). We may
never reach the full potential of our profession as the consolidator and
overall manager of corporate risk. We may never become the profession we could be: the one which provides the CEO and the Board with
a 360-degree view of risks across all functions, along with the highlevel and comparative strategies, resources, and plans needed to
manage those risks.
In this article, we begin by examining the evolution of our profession
to date to see what lessons we might learn, so our future is neither
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predicted nor limited, by our past. We then present a
proposed roadmap for transforming our narrowly defined
compliance-based profession into a broad risk-based
profession with greater potential. While our ideas may
not be immediately practicable at some companies due
to political or other considerations, we hope the roadmap will resonate with every compliance professional
and be adopted by many companies. Regardless of the
outcome, we hope that this article begins an ongoing and
proactive conversation about our future.

Substances Act of 1970, the Federal Anti-kickback law of
1972, and the Foreign Corrupt Practices Act of 1977 existed for decades without giving rise to the compliance
profession. It was only when these longstanding laws
began to be aggressively enforced by the Department of
Justice (“DOJ”), the Securities and Exchange Commission
(“SEC”), and the Health and Human Services, Office of
the Inspector General (“OIG”) through its imposition of
Corporate Integrity Agreements (“CIAs”), that the first
real compliance programs began to be established. In
other words, our compliance profession was not born
because forward-looking legal departments anticipated
the rise of enforcement and designed compliance
programs to operationalize the law, ensure proper business conduct, and avoid large fines and other penalties.
If that were the case, the birth of our profession would
have been both strategic and proactive. It was the enforcers who were strategic and proactive, and our profession
was born as an outgrowth of that enforcement.

The Birth and Growth of the Pharmaceutical
Compliance Profession
While the birth of the pharmaceutical compliance
profession cannot be traced back to a specific date, most
practitioners who have been around since the early days
agree that its origins can be traced back to the U.S.
Federal Sentencing Guidelines and a triplet of cases from
1997 to 2001.2 Now, that is not to say there are not
earlier cases involving what we now consider to be
commercial compliance violations, because such cases
do exist.3 But the fines in these earlier cases were much
smaller, and they did not seem to portend, whether at
that time or in retrospect today, the arrival of a whole
new profession.

In retrospect, enforcement not only gave rise to our
profession but has also largely defined the content of our
compliance programs as well as their evolution over
time. For example, when enforcement was initially
focused solely on the commercial activities of the sales
and marketing department, our compliance programs
mimicked that narrow focus. It was only after enforcers
turned to the activities of the medical department4 that
our compliance programs followed suit by expanding the
scope of our controls and oversight to encompass these
activities in earnest as well. A more recent example is the
significant attention we now pay to the activities of
patient service HUBs and to the donations made to
charitable foundations that provide co-pay support to
patients. This new focus arose, for the most part, only
after enforcement began to target these areas.

Thus, it is interesting to note that while the legal profession dates back to ancient Greece and Rome circa 800 BC,
the pharmaceutical compliance profession was inexistent
in the 1980s, entered its embryonic stage in the early
1990s, and was perhaps truly born between 1997 and
2001. Compliance in the pharmaceutical industry,
therefore, is a relatively new and modern profession. But
perhaps more interesting than its youthful age relative
to the legal profession is the actual force that gave rise
to its birth and propelled its growth until now.

Even the controls and tools used by our compliance
programs – from policies and SOPs to training, monitoring, and auditing, to risk assessments – have been largely
defined by the U.S. Sentencing Commission and the OIG
in the form of CIAs and Compliance Program Guidance.
Indeed, many companies did not perform any meaningful
auditing and monitoring until the importance of this
element of an effective compliance program began to be
stressed and reinforced in CIAs and that guidance.

The Driving Force
Some might guess that this driving force must have been
the enactment, in the 1990s, of new and powerful laws
aimed at outlawing wrongful business conduct. But that
is not the case. In fact, the four major laws at the heart
of life science compliance programs today – namely the
Food, Drug and Cosmetic Act of 1938, the Controlled
Contents
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Beyond giving birth to the compliance profession and
having an enormous impact on the content of our
programs, enforcement has also grown the size of our
profession by being a major driver of increased compliance headcount and budget. Indeed, as we all know, one
of the strongest arguments for increased resources has
always been increased enforcement. And we’ve all seen
compliance departments grow, and sometimes even
double or more in size, as a result of a CIA.

different purpose that cannot be driven through the lens
of another profession with a different mandate. Indeed,
as set forth in the literature, the initial but failed
Compliance 1.0 model was based on the flawed assumption that Compliance was merely a subset of the Legal
Department and functioned only as a “process
integrator.”7
This has resulted in a flawed legacy model of Compliance
as a captive part of the Law Department driven by the
Legal Mandate. Compliance, however, has developed into
a separate profession, with a very distinct subject matter
expertise, mandate, skillset, and core competencies - all
earned in the field. This rich and complex Compliance
expertise was developed in the trenches by trail-blazing
chief compliance officers (“CCOs”) and other compliance
professionals who developed an enormous inventory of
best practices and knowledge on the design and management of effective compliance and ethics programs.

Returning to where we started, if ‘the best predictor of
the future is the past,’ then the history of our profession
to date has shown us to be largely reactive and nonstrategic. So, the big question is: will we allow our future to
continue to be defined and shaped by what happens to us
(reactive), or will we develop a vision that imagines our
profession at its greatest potential and then take hold of
the reins to start making that vision a reality (proactive)?

Defining the Future

This Compliance expertise evolved to discharge the
unique mandate of promoting compliance with laws and
regulations by preventing, finding and fixing violations
– a mandate that can at times conflict with the legal
mandate of advising and defending the organization.8 To
be clear, authentic Compliance expertise is earned in the
field, and this deep experience is what can transform a
lifeless check-the-box and non-value-added compliance
program into a living, breathing, highly interconnected,
and effective program that supports the business goals of
the organization by building a culture of integrity, trust,
and ethical leadership. In addition to its unique mandate
and unique subject matter expertise, Compliance is also
a uniquely multidisciplinary profession. This is because
it has absorbed the tools and techniques of so many
sister disciplines, including Audit, Adult Learning,
Change Management, Ethics, Leadership, Risk, Human
Resources (“HR”), Legal, and Trust to name a few.
Compliance did so because its professionals recognized
that those tools and techniques are critical to the realworld effectiveness of a strong compliance program. Only
deep experience with this multi-disciplinary approach
applied specifically to the compliance mandate can
transform someone into a true or authentic Compliance
Subject Matter Expert, which is the foundation of the
modern Compliance 2.0 model.

As set forth above and as discussed throughout this
article, our proposed vision imagines our narrowly
defined compliance-based profession transforming into
a broader risk-based profession. One where the
Compliance function is the consolidator and overall
manager of corporate risk, and then is positioned and
capable of providing the CEO, senior management and
the Board with a 360-degree view of risks across all
functions and businesses, along with the high-level and
comparative strategies, resources, tools, and programs
needed to manage those risks. While this vision may
seem overwhelming to some colleagues5 or seem politically impracticable to others, we are thinking big to get
the conversation going. We now turn to a proposed
strategy for getting our profession on the road to achieving this vision.

Compliance Must Be an Independent and
Empowered Function
No profession can grow to reach its maximum potential
as a sub-component of another profession. This means
that the compliance profession will never grow to reach
its maximum potential and impact if compliance officers
report to functions like Legal, Finance, or any other
function.6 Nor should Compliance report to such functions because it is a different profession serving a
Contents
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But at many companies, Compliance is still not structured or viewed as an independent and empowered
function reporting independently into the CEO and the
Board, and the CCO still lacks a meaningful seat (or any
seat) at the leadership table. At some companies,
Compliance becomes independent during the time
period of a CIA but is then placed back under Legal or
another function after the termination of that CIA. To
reach its maximum potential, impact, and effectiveness
as a profession, Compliance Departments across all
companies in all industries must be truly independent
and empowered. For this to happen, we need to understand why some CEOs and Boards continue to adopt or
cling to a Compliance 1.0 model:

of Compliance. Because of this, they do not know when
to hire their first CCO,10 and when they do (often because
either the Board or the General Counsel (“GC”) tells them
they must), they fail to appreciate the need to make
Compliance a fully independent and empowered
function.
A further contributing factor is that, because a GC is
needed to handle early stage matters like contracts, SEC
reporting, IPOs, and deals, the GC is almost always hired
before the CCO. When it comes time to hire the first
CCO, the GC will already have established a relationship
with the CEO and may ask for Compliance to report into
Legal. Unless the CEO has already been educated on the
importance of an independent and empowered
Compliance Department, he or she will typically agree to
have Compliance report into Legal. The solution to this
issue is that, as a compliance profession, we need to
engage proactively with CEOs and Boards - through the
conferences they attend and the media they actually read
- to advocate for and get them to understand and personally adopt the Compliance 2.0 model.

1. by placing Compliance under other departments
rather than having the CCO report directly to the
CEO, or
2. by not having the CCO report (unfiltered) into the
Board, and
3. by not providing a seat for the CCO at the leadership
table where important business strategies and risks
are discussed and decided.

Second, proactive engagement is important not only with
commercially naïve CEOs but sometimes also with
commercially experienced CEOs who may understand the
Compliance mandate but may lack all the information
needed to make a fully educated governance decision.
These CEOs typically view Compliance as an aspect of
Legal that is best managed by the GC. They are not aware
that the mandate, the need for specialized Compliance
expertise, and the multidisciplinary approach of
Compliance make it a truly distinct profession that is
most effective only when led by an independent and
empowered CCO reporting directly to the CEO. The
solution to this issue is the same as above: proactive
engagement with CEOs and Boards.

Why Some CEOs and Boards Still Don’t Get It …
And What Can Be Done About It?
Despite the visible lessons learned from so many
Compliance 1.0 failures,9 some organizations continue
to adopt or continue with the discredited Compliance 1.0
legacy model. In our experience, there are at least four
key reasons why some CEOs and Boards rely on this
Compliance 1.0 model.
First, at smaller companies, including small biotech and
pharmaceutical companies, CEOs often do not have big
pharma or even significant commercial experience. They
are scientists, physician-researchers, or early-stage
CEOs who have never launched a product or have never
gained deep enough experience with the compliance
risks associated with running a life sciences commercial
business. We include in this bucket those CEOs whose
commercial experience is dated. These CEOs played a
commercial role at some time in the past, but then
transitioned to non-commercial roles at start-ups and
are unaware of the profound advancements in the field
Contents

Third, and perhaps most importantly, CEOs want to focus
on what they perceive to be the key drivers of the business. This is true at companies of all sizes, from small to
large. They, therefore, surround themselves with a
leadership team whose departments represent these key
business drivers. In the pharmaceutical context, this
includes, for example, leaders from R&D and Business
Development to ensure a strong pipeline of products,
Regulatory to ensure those products get approved, and
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Commercial to ensure the products get reimbursed by
private and government payers as well as generate strong
revenue. Other core functions needed to run a business
are of course Finance to ensure proper cash management, HR to ensure a strong pipeline of talent, and Legal
for deals, contracts, IP, and SEC reporting. But CEOs
often don’t view the ‘current scope’ of the Compliance
mandate to be important or impactful enough on the
business for the CCO to deserve a seat at the leadership
table. This realization often only comes after it is too late
when the company is already in trouble.11 The solution
to this issue is that, as a compliance profession, we need
to ‘strategically increase the scope, impact, and visibility
of our mandate’ so CEOs demand that we take our seat at
the leadership table (rather than us trying to convince
them that we should be there).

company, the CEO is less likely to feel compelled to offer
that CCO a seat at the leadership table. Using a small
company example to keep numbers simple, a CEO is less
likely to feel compelled to offer a CCO a seat at the
leadership table if that CCO represents a department of
only three people out of a company of 450. However, if,
as we suggest below, several risk-related functions report
into the CCO, including Compliance, Enterprise Risk
Management (“ERM”), Internal Audit, Privacy, Ethics,
Culture, Quality, and others, then the CCO might represent an overall department of forty to sixty people out of
450. This larger mandate and scope make the CCO a more
important driver of the business, as well as a representative
of a larger pool of employees relative to the overall size
of the company.
Strategically then, because the ultimate decision of how
Compliance is structured and positioned in the company
is taken by the CEO and the Board, it is these stakeholders that must be engaged proactively if we are to influence the effectiveness and future evolution of our
profession.

Finally, from a purely practical perspective, CEOs typically want the ‘minimum necessary number of direct
reports.’ This last point is connected to the one above
because CEOs typically define ‘minimum necessary’ as
the people whose departments drive the business
forward. Another factor often raised by CEOs when
considering the ‘minimum necessary number of direct
reports’ is the number of employees in that leader’s
department relative to the overall size of the company.
In other words, the more employees you represent as a
leader, the stronger your claim for a seat at the leadership table.

Moving from Narrow Compliance to
Broad-Based Risk Management
In pharmaceuticals, the core focus of Compliance today
is the somewhat narrow role of partnering with the
Commercial and Medical arms of the business to ensure
compliance with the law.

This CEO logic is best understood in reverse. If the
Compliance mandate is narrow, and the CCO, therefore,
has a small department relative to the overall size of the

As set forth in Figure 1, many companies have expanded
that core Compliance mandate to encompass a range of
additional oversight and activities. For example, at some

FIGURE 1: Expansion of Core Compliance Mandate
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life science companies, the oversight of compliance
controls have been extended to other departments such
as Clinical, Patient Advocacy, and Program Management,
but the depth of oversight is usually substantially less
because settlements and cases have thus far focused on
Commercial and Medical. At others, the Compliance
mandate includes ethics and culture, though the depth
and scope of the initiatives and programs designed to
promote a culture of integrity vary greatly among
companies.

practitioners, patients, patient advocacy organizations, and government officials,
2. promoting a Culture of Integrity across all functions
at the company, and
3. managing the company’s overall ERM program.
Other risk-based mandates could include responsibility for:
• Internal Audit,
• Compliance with privacy laws across all functions,

Thinking strategically about the future, a logical next
step for our profession to grow in scope, impact, and
effectiveness is to proactively transform itself from a
narrow compliance-based profession into a broader
risk-based profession. As part of this transformation, the
Chief Compliance Officer would take on the broader role
of a Chief Risk Officer, providing the CEO and the Board
with a 360-degree view of risks across all functions and
businesses along with the high-level and comparative
strategies, resources, tools, and programs needed to
manage those risks.

• Overseeing the Quality Assurance and Quality Control
function,
• Corporate Security, and
• Other risk-based mandates depending on the individual
circumstances of each company.
Given the broad remit of the enhanced Compliance
Department, we have called it a Risk Management
Department.
Importantly, the functions listed under Risk Management
all have similar mandates and use similar tools and
controls to carry out those mandates. Indeed, as stated
earlier, the mandate of Compliance is to promote
compliance with laws and regulations by preventing,
finding, and fixing violations. That very same mandate

In this construct (see Figure 2), the Chief Risk Officer
would have at least three distinct core mandates:
1. overseeing compliance with the laws and regulations
across all functions which interact with healthcare

FIGURE 2: Transforming Compliance Into Risk Management
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would drive the broader Risk Management Department,
with each of its functions using a different mix of the
same set of tools to accomplish their common mandate.

schedules are coordinated, so that country organizations
are visited only once by Compliance, Internal Audit,
Privacy, and QA who audit in a coordinated fashion.

Starting with the goal of ‘preventing violations,’ the first
step is to identify risks and control gaps through a
comprehensive risk assessment. Compliance, ERM,
Internal Audit, Privacy, and Quality Assurance (“QA”) all
use risk assessments to identify risks and to assess any
potential gaps in the company’s control environment for
the purpose of ensuring compliance with laws and
regulations. The second step to ‘preventing violations’ is
to develop and continuously refine a program or control
framework that promotes adherence to the law.
Compliance, Privacy, and QA are all responsible for
establishing such frameworks, and they all use the same
set of tools, including policies, procedures, and training.
The third step to ‘preventing violations’ is to promote a
culture of integrity and ethical leadership. Compliance,
Privacy, and QA, once again, all develop programs and
initiatives designed to promote a culture of integrity,
quality, and adherence to laws. The same is true when it
comes to the goals of ‘finding and fixing violations.’
Compliance, Internal Audit, Privacy, and QA all use
auditing to find violations and corrective and preventative actions to remediate those violations.

This coordinated approach to enterprise-wide audits also
drives efficiencies by ensuring there are no overlapping
audits (e.g., ensuring Compliance and Internal Audit do
not assess the same activities or subject matter) and
ensures there are no gaps in audits (e.g., Compliance,
Internal Audit, Privacy, and QA failing to audit a critical
activity because each function believes the other function is doing it).

Given the similar tools and mandates of these functions,
housing them under a single Risk Management
Department can lead to great synergies and efficiencies
for the company. For example, the audits conducted by
Compliance, Internal Audit, Privacy, and QA span the
gamut from activity-specific audits, to department
audits, to third-party vendor audits, to country organization audits where a company’s office or operations in
a specific country are audited. When Compliance,
Internal Audit, Privacy, and QA are separate, siloed
departments, there is no coordination in their risk
assessments or audit schedules. As a result, a country
organization might be audited by Compliance in May,
Internal Audit in June, Privacy in July, and QA in August,
leading to a distracted and frustrated workforce
(“compliance fatigue”) in that country organization.
However, if Compliance, Internal Audit, Privacy, and QA
are all housed under Risk Management, the Chief Risk
Officer can ensure that risk assessments and audit

At Amicus Therapeutics, where one of the authors
currently serves as Chief Compliance and Risk Officer,
the Compliance Department has already undergone this
transformation into a Risk Management Department. The
scope includes all of the functions and risk-based topics
set forth in Figure 2 (other than corporate security).13
Although Amicus is a small rare disease company, Risk
Management is properly resourced to carry out its broad
mandate relative to the size of the company and its
operations. Within the Compliance arm of the Risk
Management Department, Amicus has a compliance
business partner for the Americas, a compliance business
partner for International (ex-Americas), a global transparency expert, a global monitoring and auditing expert,
a global compliance operations expert, and a copy review
board specialist. To accommodate changes in our evolving organizational structure, we will soon also hire a
global policy and training expert as well as a global
high-risk third-party expert.

Contents

In addition, housing all these risk functions within a
central Risk Management umbrella also leads to synergies and efficiencies within the functions themselves.
Under traditional company structures, much time is
dedicated to defining “who does what” where functions
are working in a common area or business. By contrast,
working together under a common mandate with
common leadership can reduce the need for such activities, and leads to better sharing of best practices and
elimination of confusion and dangerous gaps. Clarity of
mandate and purpose can also fortify the focus of each of
the risk functions in a manner that benefits and supports
the success of the entire organization.
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Some Final Thoughts

Also housed within the Risk Management Department
are other risk-based functions from Figure 2, including
Culture of Integrity, ERM, Internal Audit, Privacy, and
Quality Assurance. These functions extend the common
mandate of promoting compliance with laws either to
different business areas than those listed under
Compliance in Figure 2 (e.g., major focus of QA is
adherence to GxPs by Technical Operations and Clinical
Development) or to all functions within the company
(e.g., Culture of Integrity, ERM, Internal Audit, and
Privacy).

The transformation from narrow Compliance to broad
Risk Management is not only proactive and strategic, it
is a natural and logical next step in the evolution of our
profession and is entirely consistent with the attributes
that define our profession – namely, clear mandate, SME
experience for each aspect of the mandate, independence, empowerment, seat at the table, and highly
multi-disciplinary. As outlined above, the Amicus Risk
Management Department is responsible for several riskbased functions beyond Compliance, including ERM,
Internal Audit, Integrity Leadership, Privacy, and Quality
Assurance.

Indeed, the focus of a Risk Management Department
should not be to foster a Culture of Integrity solely in the
Commercial, Medical, Clinical, Patient Advocacy, and
Program Management departments, but across all functions and operations of the company including Tech Ops,
Finance, Investor Relations, Business Development, IT,
HR, Pharmacovigilance, Regulatory, Legal, QA, and all
the other departments. Our perception is that, to date,
Compliance departments have invested a lot of time on
controls, but insufficient time on culture. In fact, many
of the compliance violations we know about today were
committed by people who knew the rules, so additional
rules-based training would not have helped. The solution
is a much deeper focus on fostering and continuously
reinforcing a compliant business culture and on making
sure that performance pressure is visibly and consistently
counter-balanced throughout the organization by equally
powerful compliance pressure.14

However, Amicus is not the only company that transformed its narrow compliance-based function into a
broad risk-based department. Many other companies,
both within life sciences and from different industries,
have broadened the scope of their Compliance
Departments to encompass risk-based functions that go
beyond traditional compliance and in so doing have
taken on the characteristics of a Risk Management
Department.
Within life sciences, for example, GlaxoSmithKline
apparently has made its Senior Vice President, Global
Ethics and Compliance responsible for several risk-based
functions beyond Compliance, including Corporate
Security, ERM, Ethics, Investigations, and Privacy.15
Likewise, at Pfizer, the Executive Vice President, Chief
Compliance, Quality, & Risk Officer is responsible for
Compliance as well as for Corporate Security and Medical
Quality Assurance. At AstraZeneca, the Executive Vice
President, Sustainability and Chief Compliance Officer is
responsible for Compliance as well as for Health, Safety,
and Environment (“HSE”) and for the company’s
Sustainability Program.16 Finally, with the recent changes
at Novartis, the Chief Ethics, Risk, and Compliance
Officer now has oversight over risk-functions like ERM,
Human Rights, Privacy, Medical Quality Risk, and Speak
Up.17 In addition, all of these compliance heads are
members of their company’s senior executive team.

However, for this focus to be real, responsibility for
culture cannot simply be given to existing Compliance
team members who are already responsible for other
aspects of the compliance program. True subject matter
expertise in building culture should be recruited and
developed within Risk Management, and these SMEs
should be fully dedicated to fostering a Culture of
Integrity across the organization to have a real impact.
The same is true of ERM, Internal Audit, Privacy, and
Quality Assurance. Each should be led by an SME with a
dedicated focus within Risk Management. Amicus has
adopted this approach where ERM and Internal Audit are
led by a dedicated expert in these areas, Privacy is led by
a Global Data Privacy Officer, and QA is led by a Global
VP of Quality Assurance who manages a sizable quality
assurance and quality control team.
Contents

Examples outside of pharma include AARP, the nation’s
largest nonprofit, nonpartisan organization, where the
Senior Vice President, Audit, Ethics, & Compliance
Officer is responsible for Compliance as well as for Ethics
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16 See AstraZeneca, Our Leadership Team, https://www.astrazeneca.com/ourcompany/leadership.html#! (last accessed Jun. 15, 2019).
17 Donna Boehme, Novartis: A New ‘Rock Star’ in Compliance and Ethics,
CORPORATE COMPLIANCE AND ETHICS (Nov. 19, 2018).
18 See WELLS FARGO, Amanda G. Norton, https://www.wellsfargo.com/about/
corporate/governance/norton/ (last accessed Jun. 15, 2019).

and Internal Audit. Similarly, at Wells Fargo, the Senior
Executive Vice President and Chief Risk Officer is not
only responsible for Compliance risk, but also for other
types of risks such as Operational and Conduct risk.18
We expect this trend from narrow compliance to broadbased Risk Management to continue to grow in the
future. We believe more CEOs and Boards will recognize
the strategic efficiencies and greater effectiveness offered
by Risk Management Departments. In addition, these
CEOs and Boards will see the benefits of receiving a
consolidated report from a Chief Risk Officer on the risks
affecting the entire enterprise as well as the controls and
culture-based solutions that can be deployed to address
those risks. The question is whether our profession will
be ready.
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Transcending the
Opioid Crisis

Insys as a Compliance Cautionary Tale
By Carolyn Greene, Staff Writer
Summary: Insys Therapeutics recently filed for bankruptcy
following a settlement with the DOJ regarding its sales and
marketing practices related to its fentanyl sublingual spray,
Subsys. In addition, four senior executives, including the Insys
founder, were convicted of conspiracy and racketeering
charges related to those sales practices, and two other senior
executives previously pled guilty. The DOJ investigation, which
began as five separate qui tam FCA cases, reveals that poor
company culture and a pattern of systemic compliance failures ultimately can result in a company’s demise.

Once a darling of Wall Street, Insys Therapeutics, Inc.
(“Insys”) recently filed for bankruptcy in the wake of a
series of investigations, lawsuits, and guilty pleas/
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Overnight Success Leads to Government
Investigations and Indictments

convictions of several senior executives that are likely to
result in jail time.1 While the Justice Department (“DOJ”)
compared Insys to a “street-level drug dealer,” we
believe that this case is not just another chapter in the
opioid crisis, but rather serves as a cautionary tale for all
life sciences companies and their compliance
departments.2

The Rise & Fall of Insys
From the beginning of commercial marketing in March
2012, Subsys was an overnight success.12 As the Insys
2018 Annual Report reflected:

Insys is an example of how a poor company culture and
the failure to address compliance lapses (e.g., speakers
bureau kickbacks and off-label product promotion) ultimately can destroy a once bright company future, especially when Government enforcers view that company as
a part of a larger public health crisis that puts patients at
risk.3 Therefore, it is worth looking at how this case
unfolded.

1. “Within the first four weeks of product launch,
SUBSYS® realized greater market share than the
previous three branded products combined at their
respective peak market penetration levels according
to Source Healthcare Analytics.”13
2. “In December 2018, SUBSYS® was the most
prescribed branded TIRF product, with approximately 24% market share on a prescription basis
according to IQVIA.”14

In the Beginning
Insys began life as a Delaware corporation with its
headquarters located in Chandler, Arizona in 1990.4 The
company, which claims to have 226 full-time employees,5
describes itself as “a specialty pharmaceutical company
focused on cannabinoids and novel drug delivery systems
that address unmet patient needs.”6 The company has
two marketed products, each is a Schedule II controlled
substance: Subsys, a sublingual fentanyl spray; and
Syndros, an orally administered liquid formulation of
dronabinol.7 The company is in the process of developing
cannabinoid products and sprays such as a naloxone
nasal spray and an epinephrine nasal spray.8

3. “Approximately 900 physicians were responsible for
90% of all TIRF prescriptions dispensed in 2018,
according to IQVIA.”15
4. “Existing patient data generated by available databases demonstrates that the number of SUBSYS®experienced patients has increased steadily, albeit
at a much slower rate in recent years, since launch
with over 24,000 unique patients as of December
2018.”16
5. “[T]he proportion of SUBSYS® prescriptions written
for repeat SUBSYS® patients is approximately 91%
of prescriptions as of December 2018.”17

The Focus on Subsys
In March 2011, Insys filed a New Drug Application
(“NDA”) with the U.S. Food and Drug Administration
(“FDA”) for Subsys,9 which the FDA approved in January
2012 “for the management of breakthrough pain in adult
cancer patients who are already receiving and who are
tolerant to around-the-clock opioid therapy for their
underlying persistent cancer pain.”10

But the 2018 Annual Report also reflected that “since
2015, TIRF class prescriptions have declined approximately 75%. . . . and that SUBSYS®, [was] declining at a
faster rate than the overall market and [the company has]
not been able to stabilize the trajectory of [its] revenue.”18
The 2018 Annual Report also attributed the company’s
market decline to the governmental and media attention
to the pricing of branded products, such as SUBSYS, with
generic equivalents and its “significant reputational
issues primarily driven by ongoing state and federal
investigations into [the company’s] sales, marketing and
other commercial practices, as well as criminal developments related thereto, and media reports covering such
activity.”19

When approved, Subsys entered a crowded field becoming the sixth transmucosal immediate-release fentanyl
(“TIRF”) product for this indication.11 As a condition of
approval, the FDA restricted the availability of Subsys by
placing it under a Risk Evaluation and Mitigation
Strategies (“REMS”) program, known as the TIRF-REMS
ACCESS program.
Contents
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The Government Investigations

Insys tracked its “return on investment” for the sham
Speaker Programs; that is, it tracked the effect of the
bribes on practitioners’ prescribing habits, and it
calculated “the effect of the bribes on the revenue
that each bribed speaker generated for it.” If a practitioner failed to meet return on investment requirements, Insys stopped paying the bribes to that
practitioner.24

Given the already crowded TIRF market, Subsys’s rapid
commercial success was surprising. Insys founder and
former Chief Executive Officer (“CEO”), John Kapoor,
attributed Subsys’s success to the fact that it provides
pain relief quickly, in 3-5 minutes, as opposed to
competitors’ TIRF products that took up to 15 minutes to
take effect.20 Others were not convinced that the success
of Subsys was attributable to the product’s formulation
as Kapoor claimed.

From the grand jury proceedings against several former
Insys senior executives, the Justice Department also
learned much more about the Insys company culture
including that:

Indeed, in April 2018, “the United States intervened in
five qui tam lawsuits accusing Insys of violating the civil
False Claims Act.”21 The cases claimed that Insys “paid
kickbacks to induce physicians and nurse practitioners to
prescribe Subsys for their patients,” including “payments
for sham speaker program speeches,” and “jobs for the
prescribers’ relatives and friends, [together with] lavish
meals and entertainment.”22 In addition, the complaints
alleged that “Insys improperly encouraged physicians to
prescribe Subsys for patients who did not have cancer
and lied to insurers about patients’ diagnoses in order to
obtain reimbursement for Subsys prescriptions that had
been written for Medicare and TRICARE beneficiaries.”23

• Sales representatives’ bonuses were tied to the number
of dosages of Subsys prescribed by the practitioners in
their areas, as well as the amount of each dose, with
higher doses generating higher bonuses.
• The higher doses of Subsys cost more than lower doses,
and patients were more likely to become dependent
when treated with higher doses.25
• Two sales representatives created a rap video, which
included the former Vice President of Sales, Alec
Burlakoff dressed in a Fentanyl Spray costume.26 In
the video, Insys representatives joked about how
Subsys titration, which is the process used to increase
a patient’s dose, leads to a lot of new patients.

Specifically, the Justice Department concluded that:
1. Insys paid bribes to healthcare providers in order to
induce them to write unnecessary Subsys prescriptions. Insys targeted providers that prescribed large
volumes of rapid-onset opioids, as identified by
pharmacy data provided by third parties.

• Finally, there was the “Insys Reimbursement Center,”
in which Insys employees posed as healthcare providers
and deceived insurers in order to obtain insurance
coverage for off-label uses of Subsys.27

The Indictments

2. Insys paid bribes to healthcare providers through a
sham Speaker Program, in which events often did
not involve any educational programs about Subsys,
did not include attendees who had the ability to
prescribe Subsys, and sometimes had no attendees
at all.

In addition to charging the company with five counts of
mail fraud and civil violations of the False Claims Act
(“FCA”),28 the Justice Department also indicted several
Insys senior executives including John Kapoor, the
founder and former CEO; Michael Babich, the former
President and CEO; Alec Burlakoff, the former Vice
President of Sales; Michael Gurry, the former Vice
President of Managed Markets; Richard Simon, the
former National Director of Sales together with Sunrise
Lee, and Joseph Rowan, Regional Sales Managers with
racketeering conspiracy, mail fraud conspiracy, wire
fraud conspiracy, and conspiracy to violate the AntiKickback Law.29

3. Insys “high-level officers, directors, executives,
managers, and the executive chairman of Insys’s
Board of Directors” expressly required healthcare
practitioners “to write a minimum number of Susbsys
prescriptions, write prescriptions at a minimum
dosage, and write prescriptions for a minimum
number” of Subsys units to continue receiving the
bribes.
Contents
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The Settlements & Convictions

expressly states that “[a]ny noncompliance job responsibilities of the Compliance Officer shall be limited and
must not interfere with the Compliance Officer’s ability
to perform the duties outlined in this CIA.”

At the beginning of May, Kapoor, Simon, Lee, Rowan and
Gurry were convicted of racketeering charges. Prior to
the racketeering trial, Michael Babich and Alec Burlakoff
pled guilty. Sentencing is tentatively scheduled for
September 2019.

The Role of the Board
Third, as seen in the more recent CIAs, the agreement
provides that Insys’ Board of Directors must take an
active role in compliance but goes further to mandate
that Insys must include independent, non-executive,
members. It also requires that the Board retain the
services of a Compliance Expert to assist the Board with
its compliance obligations.

Insys, on the other hand, agreed to a settlement to
resolve the DOJ investigations in June, involving a $225
million payment in fines and forfeiture. Insys also pled
guilty to the mail fraud counts and entered into a fiveyear Deferred Prosecution Agreement (“DPA”), which
includes an enhanced material breach provision, and a
corporate integrity agreement (“CIA”).

Selection of the Compliance Expert also contains express
provisions pertaining to the perceived influence of John
Kapoor, the company’s founder and former CEO. For
example, the CIA requires “for each Reporting Period …
the Board shall retain and independent individual or
entity with expertise in compliance with Federal health
care program and FDA requirements (Compliance Expert)
… to assess whether John N. Kapoor has been involved,
directly or indirectly in the operation or management of
Insys, or in any decision-making relating to the operation of Insys.” Thus, the Compliance Expert not only
must assess Insys’ compliance program, but also examine
what, if any role, Kapoor played during the period.

Corporate Integrity Agreement
At the outset of the agreement, Insys stipulated that “the
conduct and facts set forth in the Statement of Facts
provide a basis for a period of exclusion of Insys under
the exclusion statute.” Furthermore, although the CIA
contains many of the provisions that the Office of
Inspector General (“OIG”) routinely has required in other
CIAs, this particular agreement contains provisions that
provide additional insights into the past culture and
practices of Insys.

Appointing a Chief Compliance Officer

The CIA also provides that when selecting possible
Compliance Experts, Insys must include “ a certification
that the individual or entity does not … have a current or
prior relationship to Insys or John N. Kapoor that would
cause a reasonable person to question the proposed
Compliance Expert’s objectivity in performing the
Compliance Program Review.”

Insys, as is standard in most CIAs, is required to appoint
a Chief Compliance Officer (“CCO”) within 90 days who
will report directly to the CEO. Although this a standard
provision, the Insys agreement goes further requiring
that the CCO “shall not be, or be subordinate to, the
General Counsel or Chief Financial Officer or have any
responsibilities that involve acting in any capacity as
legal counsel or supervising legal counsel functions for
Insys.” It also is worth noting that in requiring the
appointment of a CCO, there is no mention of Insys’
former CCO.

In addition to the usual management certifications and
Board resolutions, both CEO and Chairman of the Board
annually must certify to the following:
I have taken steps and exercised due diligence to
ensure that John N. Kapoor: (i) was not an employee,
manager, executive, officer, or Board member of
Insys, (ii) did not participate in the operation,
management, decision-making, or oversight of Insys
in such capacities, and (iii) other than in his capacity
as an owner of Insys operating under an Independent

Additionally, while the agreement lists the standard
duties the CCO will perform (e.g., develop and implement “policies, procedures and practices designed to
ensure compliance” with the terms of the CIA, as well as
Federal health care program and FDA requirements), it
goes further than the usual CIA. Thus, the agreement
Contents
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Voting Trust Agreement, John N. Kapoor did not
exert affirmative control of Insys and did not
participate in an advisory, management, or decision
making role with Insys, during the Reporting Period.
I understand that this certification is being provided
to and relied upon by the United States.40

As documented in Insys’ May 10-Q filing with the SEC,
the company reported that it continues to face numerous
other actions including over 800 cases involving the
multi-district opioid litigation, an SEC investigation that
resulted in no enforcement action, 16 state-related state
investigations, as well as several congressional and other
inquiries (see Table 1). In addition, the company lists
healthcare professional (“HCP”) related investigations in
which six cases resulted in guilty pleas, one conviction,
and two matters that remain ongoing (see Table 2). Of
the two ongoing HCP matters one involves five HCPs.
Finally, Insys notes that in the case of its former employees that were investigated, nine have plead guilty and
five have been convicted (see Table 3).

It is unusual for a CIA to focus on a single individual to
the extent seen here, and thus we only can conclude that
Kapoor’s influence and his impact on the company’s
culture remains a concern for the Government.
This CIA also provides specific elements that must be
included in the annual risk assessment and internal
review process to assess Insys compliance risks. The CIA
mandates that:

Insys Seeks Bankruptcy Protection

[t]he risk assessment and internal review process
shall require compliance, legal, and department
leaders, at least annually, to: (1) identify and prioritize risks, (2) develop internal audit work plans
related to the identified risk areas, (3) implement
the internal audit work plans, (4) develop corrective
action plans in response to the results of any internal audits performed, and (5) track the implementation of the corrective action plans in order to assess
the effectiveness of such plans.41

Insys has paid a steep price for its Subsys sales and
marketing programs. At its pinnacle, Insys traded at
$641.95 per share in 2000, but slowly declined to $45 a
share in 2015, and $3.60 a share in May 2019.43 Following
the announcement the company was considering bankruptcy, the stock plunged further under $1 a share.44
Perhaps the last straw came on June 10, 2019, when Insys
announced that it would indeed seek Chapter 11
Bankruptcy to facilitate the sale of its assets and address
its liabilities. In announcing the decision to seek bankruptcy protection, Andrew Long, the current CEO of
Insys, noted that “Insys has compelling assets and a
highly talented team,” and that the bankruptcy reorganization process provides “a forum to negotiate an
equitable resolution with our creditors and represents
the best opportunity for our people and our business.”45

Also, the process must include activities around patient
assistance programs (“PAPs”) and independent co-pay
charities in additional to the usual sales, marketing and
promotional risks. For any life science company looking
to establish a formal risk assessment process, this section
is particularly helpful.
The remainder of the CIA is straight-forward including
the now standard financial recoupment clause or “clawback” provision. Of note is the fact that three years of
annual performance pay is potentially at risk for compliance breaches, thus creating a disincentive to engage in
non-compliant behaviors.42

On June 19, 2019, the Nasdaq Stock Market removed the
company’s securities from listing and registration. 46
Thus, Insys stock is no longer being publicly traded.

Lessons Worth Learning

More Issues Remain Outstanding

As the National Law Review noted:

Unfortunately for Insys, while the company resolution
with the Justice Department and end of the individual
criminal actions (assuming no appeals) represent major
milestones towards putting this chapter behind it, Insys
is still facing numerous suits and investigations.
Contents

While the outcome of this most recent turn of
events is not yet clear, the agreed-upon resolution
of this case is both interesting and instructive. For
example, the terms of the Corporate Integrity
Agreement … are extreme measures not typically
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TABLE 1: Company-Related Federal & State Proceedings (based on May 2019 10-Q)47
MATTER

BACKGROUND

STATUS

December 9, 2013: Company received a subpoena from the OIG in connection with an investigation of
potential violations involving HHS programs.

DOJ
Investigation

April 13, 2018: Government intervened in part and declined to intervene in part in five False Claims Act
lawsuits.

Settled

September 8, 2014: Company received a subpoena issued pursuant to HIPAA from the U.S. Attorney’s
Office for the District of Massachusetts. The subpoena requested documents related to the sale and
marketing of SUBSYS and activities related to the company’s patient services hub.
The company is involved in more than 800 cases focused on the national opioid epidemic, the majority of
which have been consolidated into multi-district litigation (MDL No. 2804) in the Northern District of Ohio.
Most of the cases in the multi-district litigation are presently stayed while the Court seeks to facilitate a
resolution.

Ongoing

SEC
Investigation

January 11, 2018: The SEC's Los Angeles Regional office requested that the company voluntarily provide
information on the company's: (1) restatement of the Company’s interim unaudited condensed consolidated financial for certain quarters; (2) sales and marketing practices; and (3) compliance program, internal
controls, etc.

Declined
Enforcement

State-Related
Investigations

The company has received CIDs or subpoenas from at least each of the following state’s: Arizona, Colorado,
Florida, Kansas, Kentucky, Maryland, Minnesota, Missouri, New Jersey, New York, North Carolina,
Pennsylvania, Rhode Island, Virginia, Washington, and Wisconsin. The company has also received an
administrative subpoena from the California Insurance Commissioner. Generally, these CIDs and subpoenas requested documents related to the sale and marketing of SUBSYS and activities related to the
company’s patient services hub.

Ongoing

Multi-District
Prescription
Opioid
Litigation

Congressional
& Other
Inquiries

March 28, 2017: The Ranking Member of the Committee on Homeland Security and Governmental Affairs
of the United States Senate distributed a letter to five manufacturers of opioid products, including Insys.
August 2, 2018: Bipartisan leaders of the House of Representatives Committee on Energy and Commerce
sent letters to three manufacturers of opioid products, including Insys.

Ongoing

January 25, 2019: The company received a letter from Senator Dianne Feinstein requesting that the
company voluntarily end its promotion of SUBSYS® to physicians.

TABLE 2: HCP Related Investigations (based on May 2019 10-Q)48
BACKGROUND

STATUS

June 23, 2015: Nurse practitioner located in Connecticut, who served on the company’s speaker bureau, pled guilty to
violating the federal Anti-Kickback Statute in connection with payments of approximately $83,000 from Insys.

Guilty Plea

November 7, 2016: A healthcare professional located in Michigan, who served on the company’s speaker bureau, pled
guilty to healthcare fraud in connection, in part, with receiving payments from the company.

Guilty Plea

February 23, 2017: Two Alabama healthcare professionals who served on the company’s speaker bureau were convicted
on 19 of 20 counts brought against them, which included charges related to distribution of a controlled substance, drug
conspiracy, healthcare fraud conspiracy and money laundering.

Guilty Plea

March 22, 2017: The USAO for the District of New Hampshire filed an indictment against a physician assistant, who served
on the company’s speaker bureau, charging him with violating the federal Anti-Kickback Statute (“AKS”) and conspiring to
violate the AKS in connection with payments received for serving as an Insys speaker.

Convicted

October 20, 2017: A healthcare professional in Rhode Island, who served on the company’s speaker bureau pled guilty to
healthcare fraud and conspiracy to receive kickbacks in connection with payments of approximately $188,000 from the
company.

Guilty Plea

March 14, 2018: The USAO for the Southern District of New York filed an indictment against five healthcare professionals
who served on the company’s speaker bureau, charging them with conspiracy to violate the federal AKS, violation of the
federal AKS, and conspiracy to commit honest services fraud, and charged certain of them with aggravated identity theft,
false statements, and wrongful disclosure of individually identifiable health information.

Ongoing

June 4, 2018: A Florida healthcare professional who served on the company’s speaker bureau pled guilty to conspiracy to
receive healthcare kickbacks in connection, in part, with receiving payments from the company.

Guilty Plea

June 28, 2018: An Ohio healthcare professional who served on the company’s speaker bureau was indicted for violating the
federal AKS in connection with receiving payments of more than $103,000 from the company.

Ongoing
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TABLE 3: Employee Related Investigations (based on May 2019 10-Q)49
BACKGROUND

STATUS

February 18, 2016: Former sales employee located in Alabama pled guilty to a conspiracy to violate the federal AKS in
connection with two convicted Alabama healthcare professionals mentioned above.

Guilty Plea

June 8, 2016: The USAO for the District of Massachusetts issued an indictment against six former employees (Richard M.
Simon, the former National Director of Sales; Sunrise Lee, a former Regional Sales Director; Joseph A. Rowan, a former
Regional Sales Director; Michael J. Gurry, the former Vice President of Managed Markets; Michael L. Babich, the former CEO
and President; and Alec Burlakoff, former Vice President of Sales) on charges including racketeering conspiracy, conspiracy
to commit mail fraud, conspiracy to commit wire fraud, conspiracy to violate the AKS and forfeiture.

Guilty Plea

December 8, 2016: Two Alabama healthcare professionals who served on the company’s speaker bureau were convicted
on 19 of 20 counts brought against them, which included charges related to distribution of a controlled substance, drug
conspiracy, healthcare fraud conspiracy and money laundering.
October 26, 2017: The USAO for the District of Massachusetts issued a superseding indictment and added charges against
the former President, CEO and director, Dr. John N. Kapoor.
September 11, 2018: The USAO for the District of Massachusetts filed a second superseding indictment which contained
one count of racketeering conspiracy for all the defendants.
November 28, 2018: Alec Burlakoff pleaded guilty to the racketeering conspiracy count in the second superseding
indictment.

Conviction &
Guilty Pleas

January 9, 2019: Michael L. Babich pleaded guilty to one count of conspiracy to commit violations of mail fraud and wire
fraud, one count of mail fraud, and aiding and abetting.
May 2, 2019: Dr. Kapoor and the four other former employees were convicted on the racketeering conspiracy count in the
second superseding indictment.
February 8, 2017: Former district sales manager charged in federal court with violating the federal AKS in connection with
interacting with HCPs who prescribed SUBSYS and served on the Insys speaker bureau.

Guilty Plea

April 5, 2017: The USAO for the District of Massachusetts filed an information charging a former prior authorization
specialist and manager of the company’s patient services hub with one count of wire fraud conspiracy; the former employee
pled guilty to that information.

Guilty Plea

July 11, 2017: A former district sales manager pled guilty to conspiring to violate the federal AKS related to her activities
Alabama, as well as Florida, including in connection with the two convicted Alabama healthcare professionals mentioned
above.

Guilty Plea

May 30, 2018: A former specialty sales professional pled guilty to a second-degree charge of conspiracy to commit
commercial bribery related to her activities in New Jersey.

Guilty Plea

seen in Corporate Integrity Agreements and may
signal a new approach by the OIG to companies and
providers whose conduct it finds to be particularly
egregious.50

is alive and well.52 As the Yates memorandum makes
clear, “[o]ne of the most effective ways to combat
corporate misconduct is by seeking accountability from
the individuals who perpetrated the wrongdoing.” 53
Although up to now, the DOJ’s track record with individual prosecutions arguably has been spotty, it appears
that where the Justice Department can establish the
presence of “egregious conduct that deeply harmed
federal health care programs and patients,” prosecutors
are likely to secure successful individual prosecutions.54

We agree with that assessment and note that this case
illustrates the importance of applying the newly revised
guidance entitled Evaluation of Corporate Compliance
Programs, and its “three fundamental questions.”51 Had
Insys diligently applied those questions, it might have
altered this outcome.

Therefore, the story of Insys is best viewed as cautionary
tale for what can happen when compliance programs are
not only ineffective but circumvented by senior management. All life science companies and their managements
should take careful note.

Furthermore, we note that the criminal prosecutions of
Insys senior executives seems to indicate that the Justice
Department’s 2015 memorandum issued by Sally Yates
entitled Individual Accountability for Corporate Wrongdoing
Contents
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Transcending the
Opioid Crisis II

Indivior As Another Case Study
By Robert N. Wilkey, Esq., Senior Staff Writer for
Life Science Compliance Update
Summary: On April 9, 2019, a federal grand jury sitting in
Abingdon, Virginia, indicted Indivior Inc. (“Indivior”) for
engaging in an illicit nationwide scheme to increase prescriptions of Suboxone Film, an opioid drug used in the treatment
of opioid addiction. However, the case is more than just
another opioid enforcement and is another important case
study for life science professionals to review.
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It seems that the continuing fallout of the Government’s
enforcement efforts to address the opioid public health
crisis will provide no shortage of compliance case studies
for life science compliance professionals. A case in point
is Indivior Inc.

FDA in August 2010 and was immediately launched.9 For
the eight years after the Film’s launch in 2010, Indivior
enjoyed a competition-free market place until June 2018,
when FDA approved Mylan’s generic version of the film.10

More than Just Generic Competition

While the Indivior situation, like that of Insys
Therapeutics, presents another example of how a poor
company culture and the failure to address compliance
lapses (e.g., speakers bureau kickbacks and off-label
product promotion) ultimately can destroy a once bright
company future, there are nuances to the case that make
it also worthy of review by all life science compliance
professionals.

In April 2019, the U.S. Department of Justice (“DOJ”)
announced an indictment of Indivior “for engaging in an
illicit nationwide scheme to increase the prescriptions of
Suboxone Film.11 The 47-page, 28 count indictment
alleged that Indivior had committed:
• One count of conspiracy to commit mail, wire and
healthcare fraud (Count 1);

In the Beginning

• One count of healthcare fraud (Count 2); and

Indivior PLC is a spinoff from the Reckitt Benckiser
Group a U.K. conglomerate, focused on the manufacture
of pharmaceuticals to treat opioid addiction.1 In 2014,
Indivior PLC was formed, although it started life as a
Reckitt Business Group in 1994 “to develop buprenorphine for the treatment of opioid dependence.”2 Unlike
oxycontin or hydrocodone, two products at the center of
the opioid issue, buprenorphine is listed as Schedule III
controlled substance by the U.S. Drug Enforcement
Administration with indications for pain and opioid
addiction.3

• Multiple counts of mail and wire fraud (Counts 3-28).12
At its heart, the indictment alleged that Indivior developed and aggressively promoted the Film “as safer and
less-divertible than its tablet form, even though the
company lacked any scientific evidence to support those
claims,” together with the claim that the Film had a
“lower risk of child exposure” than the tablet form again
without substantiation.13 Indivior allegedly developed
this promotional scheme to protect its $260 million in
sales that the company would lose if the tablet version
lost patent exclusivity near the end of 2009 and generic
competition entered the market. The plan, therefore, was
to encourage prescribers and Medicaid administrators to
switch from the tablet form to the Film.

Suboxone
Indivior’s primary product in the U.S. was Suboxone, a
combination product of buprenorphine and naloxone.
The U.S. Food and Drug Administration (“FDA”) originally approved Suboxone as a sublingual tablet in 2002.4
According to the U.S. Drug Enforcement Administration
(“DEA”) in 2001, 2005 and 2006, Suboxone could be used
only by qualified and trained physicians for narcotic
addiction in up to 30, and later 100, patients per doctor
under the Narcotic Addict Treatment Act.5 Ultimately,
approximately 15,650 physicians received treatment
authorization.6

FDA’s Position
In October 2009, almost a year prior to receiving actual
approval, Indivior wrote to the FDA inquiring whether
the Agency agreed that Film’s packaging would “protect
against diversion … and accidental child exposure.”15 The
FDA responded in March 2010 refusing to comment on
whether the Film’s packaging would protect against
diversion because that was a DEA issue, and expressly
disagreeing with Indivior’s contention that the Film’s
packaging “provid[ed] meaningful incremental protection against pediatric exposure.”16 The FDA felt that
because patients could not split the Film, unlike the
tablet, it was “possible that a child who obtains access to

Around 2007-2008, Indivior began work on and later
in-licensed the rights to a follow-on product, Suboxone
Film,7 “as a patent-protected alternative to the tablet
form of Suboxone, which was then about to face generic
drug competition.”8 The new Film was approved by the
Contents
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even one dose [of the Film] might be more adversely
affected than a child who obtains access to a single
tablet.”17

• 30 sets of call notes made by sales representatives
across the country including West Virginia, Kentucky,
Ohio, and Pennsylvania, states particularly affected
by the opioid crisis.25

Indivior Ignores the FDA Response

The Government also presented evidence that sometime
between December 2011 and February 2012, Indivior’s
compliance committee determined that the call notes
memorializing the promotional activities of the sales
force “posed ‘compliance risks,’ and discontinued the
reports” without “correct[ing] or retract[ing] the promotional statements reflected in the reports.”26 Furthermore,
between 2012 and 2013, Indivior managers discussed that
the company could no longer claim that the “Film is safer
or better at reducing pediatric exposure,” but once more
the company allegedly made no attempt to correct the
record.27

As noted in the Indictment, Indivior’s executive and staff
understood “from the FDA’s response that they lacked
substantiation to inform health providers that Suboxone
Flim was safer than alternative drugs such as tablets.”18
Nevertheless, the company decided the promote the
product as safer.
The result, according to the Justice Department, was that
Indivior engaged in an extensive and comprehensive
marketing campaign, wherein the company made “various false and misleading claims in marketing materials
and through representations to physicians, pharmacists,
and health care benefit programs throughout the country.”19 To bolster the company’s inappropriate promotion, Indivior allegedly announced a “discontinuance of
its tablet form of Suboxone” because of supposed
“concerns regarding pediatric exposure to the tablets,
when in fact Indivior executives knew the primary reason
for the discontinuance was to delay the Food and Drug
Administration’s approval of generic tablet forms of the
drug.”20 The company also engaged in various internet
and telephone programs to induce physicians to write
prescriptions for Suboxone Film under the misleading
representation that such a program was a resource to
assist opioid-addicted patients.21 According to the DOJ,
Indivior’s behavior “was highly successful, converting
thousands of opioid-addicted patients over to Suboxone
Film and causing state Medicaid programs to expand and
maintain coverage of Suboxone Film at substantial cost to
the government.”22

The Government also highlighted four individual physicians (listed as Doctors A-D) that Indivior knew were
writing unwarranted medical prescriptions.28 However,
Indivior took no action to either curtail or report the
situations to the appropriate regulatory authorities, but
instead allegedly assisted the Doctors in their inappropriate endeavors.

An Extraordinary Remedy Sought
For these alleged violations, the Government is seeking
extraordinary penalties. “In addition to criminal charges,
the government seeks to impose severe penalties such as
a $3 billion monetary judgment, forfeiture of business
entities (including all related assets, inventory, and
property) and bank accounts, and forfeiture of certain
drug-related patents and trademarks.”29 To provide some
context when GlaxoSmithKline settled with Government
in 2012 in what was then the largest settlement, GSK’s
market cap was approximately $80 billion.30 Indivior’s
market cap in April 2019 was less than $500 million
compared to a high of $64.5 billion at the end of 2014.31

The Underlying Evidence
In support of its allegations against Indivior, the
Government presented extensive evidence demonstrating the breadth of the company’s inappropriate behavior
including:

The indictment’s impact is clearly reflected in the share
price. On May 31, 2018, immediately before the FDA’s
approval announcement of Mylan’s generic, Indivior PLC
shares were trading at a high 489.90 pence on the London
Stock Exchange.32 By April 30, 2019, shares of Indivior

• Instructions from an Indivior national sales supervisor; 23
• Statements by the company’s CEO in the annual report
and company newsletter;24
Contents

18

Policy & Medicine Compliance Update

Volume 5.7 | July 2019

were worth less than 1/10th of that high-water mark,
trading at just 38.23 pence.33
2

Early Lessons Worth Noting

3

We believe that the case is a signal that the Justice
Department will no longer primarily focus on companies
which violate the Anti-Kickback Statute (“AKS”), the
False Claims Act (“FCA”) or the Foreign Corrupt Practices
Act (“FCPA”), but also will undertake enforcement
actions against companies which ignore FDA directives
or egregiously misrepresent their products especially in
cases involving vulnerable patient populations or a
public health crisis. This is certainly consistent with the
mission of the DOJ’s Prescription Interdiction &
Litigation (“PIL”) Task Force, created by then-Attorney
General Jeff Sessions in February of 2018 with the policy
goal to “combat the opioid crisis at every level of the
distribution system [and] to use all available criminal and
civil remedies available under federal law to hold opioid
manufacturers accountable for unlawful practices”34 But
as with the Insys case, we believe it would be imprudent
to view this matter only in the context of opioids.
Therefore, given the breadth of the evidence contained
in the indictment, including the limited role of the
company’s compliance committee, we believe this case
provides all life science compliance professionals with an
opportunity to examine their programs to ensure that
their companies are not engaging in a similar pattern of
behavior.

4
5
6
7
8

9
10

11

12
13

14
15
16
17
18
19
20
21
22

23
24
25

Beyond these points, it is too early to draw more definitive lessons as the case is still in its early stages.
However, we believe this case bears watching, especially
considering the government’s successful criminal cases
against Insys and former executives of that company.
Some of the unresolved issues are the extent to which
Reckitt, named as Company A in Indivior’s indictment,
faces further enforcement. The same holds true on
whether the executives and management of both Indivior
and Reckitt may face future individual indictments, like
the Insys case.
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he alleged that although Parsons originally awarded a
subcontract to Armor Group, that subcontract subsequently was awarded to Cochise because Cochise bribed
an Army Corp of Engineers officer to convince Parson’s
to switch the award to Cochise.4

Caveat Emptor
The Supreme Court Upholds an
Extended Statute of Limitations for
FCA Related Cases

FCA Statute of Limitations

By Robert N. Wilkey, Esq., Senior Staff Writer for
Life Science Compliance Update

The time to bring claims under the FCA is not indefinite.
The FCA requires that relators must bring their claims
within the later of:

Summary: The U.S. Supreme Court case of Cochise
Consultancy, Inc. et al. v. U.S. ex rel. Hunt, determined that relators can in certain limited circumstances file cases for conduct
allegedly violating the FCA ten-years after the fact. Although
the net effect of such ruling from the High Court remains to
be seen, the Cochise case represents a clear legal win for FCA
whistleblowers and life science companies should take note.

1. Six years from the date when the alleged illegal
conduct occurred; or
2. Three years from the date on which the government
official “charged with responsibility to act” learns of
the conduct at issue, but in any event no more than
ten years after the conduct.5

Given the breadth of the Federal False Claims Act
(“FCA”), we sometimes cover cases that are not pharmaceutical or medical device related, but which have the
potential to significantly impact life science companies.
The recent Cochise case is one such example.1 This case,
recently decided by the U.S. Supreme Court, found that
FCA relators (plaintiffs) in certain circumstances now
have an extended period in which to make their claims.
Viewed as a clear victory for whistleblowers, this opinion
is another clear signal that the government is serious
about addressing poor corporate conduct.2 Therefore, life
science compliance professionals need to take note, and
educate management on its potential effect to generate
additional qui tam cases for conduct that previously was
barred.

To translate this into layman’s terms, the FCA’s statute
of limitations is triggered by one of two events. The first
trigger is simply the submission of a claim which must be
filed within six years.6 The second trigger can extend the
statute of limitations to a maximum of 10 years from the
date the conduct occurred “if the action is brought within
three years of the government learning of the alleged
false claims.”7 This second trigger is often referred to as
the FCA’s “alternative” statute of limitations.
In Hunt’s case, he filed his claim seven years after the
events occurred, thus missing the initial six-year window
by a year. However, Hunt contended that approximately
three years before filing his claim, he had told federal
agents in an interview “about his role in an unrelated
contracting fraud in Iraq [claiming] to have revealed
Cochise’s allegedly fraudulent scheme during this
November 30, 2010, interview.”8

The Facts of the Case
Cochise Consultancy, Inc. et al. v. U.S. ex rel. Hunt is a
Defense Department case. The whistleblower (or qui tam
relator), Billy Joe Hunt brought a complaint alleging that
“two defense contractors (collectively, Cochise)—
defrauded the Government by submitting false claims for
payment under a subcontract to provide security services
in Iraq “from some time prior to January 2006 until early
2007.”3 Specifically, when Hunt worked for the Parsons
Corporation in Iraq under a munitions clean-up contract,
Contents

Despite the interview and Hunt’s claim, the Government
declined to intervene in Hunt’s case, and as a result
Cochise moved to dismiss the complaint as barred by the
six-year statute of limitations.9 Hunt countered that his
claim was not barred because it was filed within three
years of the interview in which he informed federal
agents about the alleged fraud and within 10 years after
the violation occurred.”10
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The District Court Rejects &
The 11th Circuit Reverses

a relator-initiated suit in which the Government has
declined to intervene.” 19 The second question was
“whether the relator in such a case should be considered
‘the official of the United States’ whose knowledge triggers [the] 3-year limitations period.”20

In considering Cochise’s motion to dismiss, the District
Court concluded that there were three viable interpretations of the FCA statute of limitations as it pertains to
determining the appropriate timing for FCA claims.11

According to the Court, the quandary with respect to the
applicable statute of limitations section applies is an
issue of statutory interpretation because “based on the
drafting of the statute of limitations provisions, it was
unclear whether the extension (or ‘equitable tolling’)
provision of subpart (b)(2) was also available to a private
relator who brings a claim without the involvement or
intervention of DOJ.”21

First, the District Court reasoned that the FCA’s “alternative” statute of limitations (i.e., §3731(b)(2)) does not
apply to a relator initiated action in which the
Government elects not to intervene, and as such any
“action must be filed within six years after the violation.”13 Under the second interpretation, the District
Court reasoned that §3731(b)(2) applies in non-intervened actions and “the limitations period begins when
the relator knew or should have known the relevant
facts.” Under the third interpretation, the District Court
determined that §3731(b)(2) applies in non-intervened
actions, and the limitations period begins when “the
official of the United States charged with responsibility
to act in the circumstances” knew or should have known
the relevant facts.”14 Reviewing Hunt’s case and considering the three interpretations, the District Court
rejected the third interpretation and declined to choose
between the first two, because it “found that Hunt’s
complaint would be untimely under either.”15

The Supreme Court unanimously affirmed the 11th
Circuit’s decision. In doing so, the Court applied “fundamental rules of statutory interpretation” in that the
Court avoids interpretations “that would ‘attribute
different meanings to the same phrase.’”23 Thus, the
Court held that the FCA’s statute of limitations states
clearly that both the six-year and ten-year bars apply to
“civil actions” brought under the FCA and the Court
ruled that “civil action” means the same thing at all
times, in all cases and to all parties.24 Consequently, the
Justices rejected the defendant’s argument that the
10-year period only applied if the Government brought
an action or intervened.25

On appeal, the 11th Circuit reversed the District Court
because it found that the correct interpretation was the
third interpretation; the one the District Court rejected.16
In reversing the lower court’s decision, the 11th Circuit
“held that the whistleblower’s claims were subject to the
10-year statute of limitations [where] the FCA does not
tie the additional time to file [expressly] to government
intervention.”17

With regards to the question of whether a private relator
is an “official of the United States” for statute of limitations purposes, the Court was more circumspect only
noting “‘the statute provides no support for reading ‘the
official of the United States’ to encompass a private
relator.”26 Thus, the question was left for future cases to
answer the question.

The Supreme Court Takes Up the Case

Our Take

When it accepted jurisdiction to hear the case, the
Supreme Court conceded that the Conchise case highlighted a split between the various Circuit Courts
applying the FCA statute of limitations.18 The Court,
however, went further and identified two specific legal
issues.

The net effect of the Supreme Court’s decision in Cochise
has yet to be seen, and there remains differing opinions
as to what the long-term impact will be with respect to
whistleblowers and FCA related claims. For example,
some legal scholars view the Cochise case as having very
“little practical impact on when qui tam lawsuits are
filed.”27 Others, however, see the Court’s decision as
having a significant impact because “the extended

These two issues were first whether that “alternative”
statute of limitations period (§3731(b)(2)) “is available in
Contents
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limitations period will revive and prolong otherwise
time-barred non-intervened FCA cases [and] defendants
in those cases will face significant additional burdens:
witnesses who have long since moved on will need to be
tracked down, faded memories will have to be refreshed
(if they can be), and volumes of physical and electronic
data and documents will need to be retrieved from
archive.”28

6 See David Honig and Drew Howk, Supreme Court Extends the FCA Statute of
Limitations for Whistleblowers, HALL RENDER FALSE CLAIMS ACT DEFENSE (May
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(CA4 2008) (adopting the first interpretation); and United States ex rel. Sikkenga
v. Regence BlueCross BlueShield of Utah, 472 F. 3d 702, 725–726 (CA10 2006)
(same).
19 See Cochise Consultancy, Inc. et al. v. U.S. ex rel. Hunt, Case No. 18–315, Slip
Opinion, at p. 4, October Term 2018, available at: https://www.supremecourt.
gov/opinions/18pdf/18-315_1b8e.pdf
20 Id.
21 See Thomas J. Kelly, U.S. Supreme Court Extends Statute of Limitations for
Privately Initiated False
22 Claims Act Lawsuits, NATIONAL LAW REVIEW, (May 13, 2019), https://www.
natlawreview.com/article/us-supreme-court-extends-statute-limitationsprivately-initiated-false-claims-act.
23 See Cochise Consultancy, Inc. et al. v. U.S. ex rel. Hunt, Case No. 18–315, Slip
Opinion, at p. 4, October Term 2018, available at: https://www.supremecourt.
gov/opinions/18pdf/18-315_1b8e.pdf
24 Id. at 5.
25 Id.
26 See D. Hong and D. Howk, supra n. 7; see also Jacob Mahle and Joseph Brunner,
Whistleblower Defense Alert: Supreme Court Extends Limitations Period in
Non-Intervened FCA Cases, Client Alert, Vorys, Sater, Seymour and Pease LLP.
(May 14, 2019, )https://www.vorys.com/publications-2389.html.
27 See Michael Wagner, supra n. 6.
28 See Michael Wagner, supra n. 6.
29 See D. Hong and D. Howk, supra n. 7.

Regardless of which view is right, what is clear is that
FCA whistleblowers have at their disposal the ability to
assert an extended statute of limitations in which to file
FCA related complaints. Thus, it behooves life science
compliance professionals to educate their managements
on the implications of the newly extended lifecycle.
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Upcoming Articles
Although we closely follow enforcement and other compliance developments that
continually emerge, we thought we would give you a sneak peak of some of the topics we
are working on.

Collaborative Research
Traditionally, clinical research has been conducted via either industry sponsored studies
or non-industry investigator sponsored studies. Collaborative Research provides a relatively new mechanism for industry and non-industry partners to work together in the
pursuit of effective and safe treatments for the patient. The aims of this article are to
provide both industry and non-industry investigators with a greater insight into the
complex processes that are currently employed by industry when entering into
Collaborative Research agreements, and to encourage consistency and transparency in
approach across companies.
by Maureen Lloyd, Cynthia Barbitsch,
Mary Voehl Hirsch, Antonia Panayi, and Eric Southam.

State and Local Requirements Governing Sales Representative Licenses
Various state and local jurisdictions (e.g., Chicago, D.C., and Nevada), all have requirements surrounding the licensing of sales representatives; still others are contemplating
creating their own. This article reviews why jurisdictions implemented these laws and
provides an overview of the requirements, as well as past and present legislative attempts
to regulate sales representatives, to determine what the future may hold.
by Nicodemo Fiorentino, Esq., Associate Editor & PMCU Board Member.

Real World Evidence – Part 2
Real world evidence is playing an increasing role in the development and marketing of
pharmaceutical, medical devices. This is the second of the two-part series and examines
that future may hold and the implications for life science compliance professionals.
by Dr. Seth B. Whitelaw, Editor, PMCU.

The Granston Memo Applied – Questions Remain
First announced in November 2017, the Granston memorandum appeared to signal a
change in the Justice Department’s attitude and policy towards False Claims Act qui tam
cases. Now almost two years later, the results of that policy change. However, questions
remain, and it will likely require the U.S. Supreme Court to resolve them.
by Gwendolyn Ball, Staff Writer for PMCU
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