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Two decades ago, when the Food and Drug Administration (FDA) suspended a
pharmaceutical company’s operations, it sent a shudder through the industry. While not
entirely infrequent, shut-downs were widely publicized and often financially crippling,
especially for middle market firms.

While suspension in manufacturing is no less devastating today than it was 20 years ago,
the number and frequency of facility shut-downs has increased at a disturbing rate despite
advancements in technology, increased access to skilled labor abroad and the growth of
the Quality Assurance function. As a result, the FDA has sharply increased the frequency
of facility inspections and manufacturing quality control has emerged as a significant and
ongoing challenge for the industry.

This new regulatory reality should cause biopharmaceutical companies to re-examine their
risk infrastructures and adopt proactive approaches to risk management that will enable
them to better anticipate, manage and mitigate business interruption risks that are likely to
accompany heightened regulatory scrutiny. Two valuable tools that should be included in
today’s biopharmaceutical risk management program are: a) a comprehensive, long term
Enterprise Risk Management (ERM) strategy; and b) new insurance coverages that might
provide a critical financial “safety net” when manufacturing challenges arise.

Living on a Fault Line

Many people have met calamity due to denial. Think of the number of people that live in
hurricane, flood and earthquake zones that convince themselves that the “big event” won't
happen during their lifetime! The same holds true for business leaders. Applying this notion
to FDA site inspections, there have recently been a number of noteworthy “calamities” in
the biopharmaceutical industry despite what were believed, at the time, to be robust internal
quality and compliance initiatives.

Despite the evidence that “it can and may happen,” company leaders often do not spend
enough time understanding the nature of their manufacturing risks (impact and likelihood)
or becoming knowledgeable about insurance products that could help them effectively
manage such risks. Instead, many CEOs and CFOs elect to transfer traditional risks of loss
such as physical damage of property to their insurers, while forgoing insurance cover for
what might be one of their most material vulnerabilities — non-physical damage loss such

as is experienced during a regulatory shut-down. Traditional property insurance policies don't
address “non-physical damage” losses — those that are not oriented in “accidental” causation in
one form or another like fire, wind, earthquake, or a mechanical breakdown of equipment.

Understanding and preparing for non-physical damage loss

A regulatory shut-down of a key manufacturing facility or a line at such a facility can prove
devastating, even catastrophic, for a biopharmaceutical company.

One of the most notable examples was the suspension of operations at Johnson & Johnson’s
McNeil-PPC Inc’s Fort Washington, PA plant in 2011. The site was the company’s primary
facility for producing Tylenol and several other medicines. When the FDA took action, J&J
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was forced to lay off 400 workers and has spent more than $100 million on improvements over the last five years.

Moreover, as biopharmaceutical companies increasingly outsource manufacturing to foreign facilities, non-compliance identified during
foreign facility inspections have become a mounting concern. In recent years, a flurry of non-compliance issues in India has raised red flags
with the FDA, leading to increased scrutiny. The most notorious case was the US Department of Justice fining New Delhi-based Ranbaxy
Laboratories $500 million in 2013 for manipulating data and selling contaminated drugs. The Financial Times recently reported that there
are now 39 drug making facilities in India that have lost clearance to develop drugs for US consumers due to regulatory problems.

Often times, companies don’t know that a third party facility has been ruled non-compliant until months after these drugs have already
been produced. But once non-compliance is discovered, it can be damaging to the finances and reputation of the manufacturer. This
again leads to two important questions: a) does your risk management program adequately and proactively identify manufacturing
issues that could result in a material loss; and b) if the company incurs such losses, will they be covered under the company’s current
insurance program?

ERM - Adopting a “Top-Down” and “Bottom Up” Approach to Risk

Considering the enormous costs associated with the shut-down of a key facility or manufacturing line, it is critical that today’s
biopharmaceutical management team “kick the tires hard” and make sure they truly understand the risk variables at play (e.g. revenue
loss, reputational harm, civil and criminal penalties, litigation, etc.).

While most large organizations have adopted some form of an Enterprise Risk Management (ERM) program to proactively identify
and manage risk events before they become catastrophes, many mid-size and small biopharmaceutical companies have put in place
rudimentary programs, if at all. Yet these companies are the most vulnerable to being crippled by a manufacturing event. What many
executives do not realize is that a comprehensive ERM program does not have to be expensive to be effective. A pragmatic ERM
program can provide many middle market companies with an effective method to identify and assess cross-functional risk and reduce
the vulnerabilities that typically result from siloed departments, supply chain challenges and under-resourcing.

Many middle market companies will limit their risk identification exercise to a “top down” assessment, usually via questionnaires
completed by senior business leaders. But today’s environment demands a more in-depth assessment — one that challenges management
perceptions while also merging the knowledge of senior leaders and those “on the front line” to develop a more realistic perspective on
risk. This is a “top down, bottom up” ERM approach.

Once manufacturing risks are better understood and appreciated, the next key questions are: a) what more can the company do to
further minimize or eliminate such risks; b) will the company’s current insurance program respond to these risks; and c) are there other
insurance products that the company should consider that will allow it to economically transfer such risks?

Getting buy-in and budget for a sophisticated ERM strategy and/or increased insurance coverage can be challenging. A 2015 PwC
study of pharmaceutical companies reported that nearly a third saw a year-over-year increase in their compliance budget. Yet many
organizational leaders would prefer to direct compliance funds into technology initiatives and building out QA staff and procedures.

History shows that even the largest firms with significant resources experience sizeable interruptions that don’t involve physical
damage. That’s why it’s crucial for risk management and compliance professionals to get their board or audit committee invested in
proactive risk management. It is critical to not only take a proactive, holistic view of the organization, but to also challenge corporate
management to re-examine what protections are in place should regulatory issues arise. With the backing of the board, risk managers
can play an increasingly important role in protecting their company.

Significantly, the insurance industry is also attempting to proactively respond to industry needs and concerns, underwriting policies
that might permit biopharmaceutical and other life science companies to transfer non-physical damage losses, such as is experienced
during a regulatory shut-down. For example, since Fall 2015, Munich Re has offered an insurance policy that provides several unique
triggers for policy coverage, including lost income from an FDA-mandated manufacturing suspension. This cover is available for the
suspension of manufacturing (at either a company’s own facility or a third party’s facility), product recalls and accidental contamination
and is specifically designed to protect earnings over the period of time dedicated to resolving the incident. Importantly, this insurance
product also covers the cost of bringing in experts and resources to help manage the company through to a resolution.

As this type of protection is not typically included in a traditional business interruption policy (because the event does not stem

from physical damage to a facility or property), this new insurance product could be an important addition to the existing insurance
program of a biopharmaceutical/life science company. It may prove worthwhile for biopharmaceutical and life science risk management
professionals to proactively approach their broker to learn if securing this type of coverage makes sense for their business.
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