LIFE SCIENCES

www.priceforbes.com

INDEPENDENT
CONNECTED
COMMITTED

OPIOID CRISIS

PAGE 1 OF 4

What crisis? How did it come about?
Opioids are drugs that act on the nervous system to
relieve pain. Their use is wide, for example, cancer
patients use them for pain relief, as do patients
recovering from surgery. However, if opioids are
misused or abused it can lead to serious problems
such as physical dependence and withdrawal
symptoms.
In the US, the rapid increase in the use of prescription
drugs began in the late 1990’s and continued
throughout the next two decades. According to a
report from the National Institute of Drug Abuse,
between 1991 and 2011 painkiller prescriptions
tripled from 76 million to 219 million per year. As of 2016 more than 289 million prescriptions were written for
opioid drugs per year. The ensuing crisis involved many parties in the supply chain having lawsuits filed against
them. The allegations contained within the lawsuits claim that since the mid 1990’s opioid manufacturers have
created a misleading marketing push by underplaying the risks and exaggerating the benefits. Physicians were
allegedly encouraged to oversubscribe on the basis that they were safe and effective. Further, opioid distributors
allegedly over supplied these pills, even in the knowledge that they ended up with people who misused them.
Opioid manufacturers and distributors strongly deny these allegations.
Besides Canada that is characterised by an epidemic involving prescription and illicit opioids, the USA opioid
prescription crisis is distinctly a US phenomenon.
Despite the US being the largest consumer of pharmaceuticals, it is having to come to grips with a situation
which might equal the magnitude of the tobacco litigation of the 1990’s which culminated with the largest civil
litigation settlement in US history.
Who are the plaintiffs and what are the complaints?
Lawsuits claim that prescription drugs were
responsible for an individual’s addiction, which can be
filed by individuals and families of the individuals who
have passed away as a result of addiction.
In some cases, plaintiffs allege that their addiction
started with prescription drugs and moved onto
illegal substances such as heroin when subscriptions
finished. However, the main allegations relate to
marketing practices and product diversion. These
allegations can best be described as follows:1. Market and Prescription Practices
Drug companies, in seeking higher profits, allegedly
mislead physicians about the risks of opioid
medications. For example, some pharmaceutical
companies and their opioid products were promoted
as a safer alternative to morphine and were
prescribed for conditions beyond severe pain such as
backaches, arthritis and sports injuries.

2. Product Diversion
Product diversion is the transfer of a controlled
substance from a lawful to an unlawful channel of
distribution or use. It is believed that large quantities
of opioid products were stolen from manufacturers,
distributors, hospitals and medical centres. Internet
sales, international smuggling and inappropriate
prescriptions by physicians also lead to unlawful use of
prescription drugs.
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In addition to individuals and their families filing
suit, many opioid lawsuits are also filed by individual
states, cities, counties and local governments against
pharmaceutical companies, distributors, pharmacies
and physicians with the hope of offsetting the huge
healthcare costs of handling the crisis. The costs are
many but include drug treatment programs, funding
new treatment centres and reimbursing Medicaid and
hospitals.
In August 2017, CNN and other media sources
reported that at federal level Donald Trump
had declared the opioid crisis a National Public
Emergency. He has also called upon the Department
of Justice to pursue pharmaceutical companies for
compensation.
While these complaints are varied and far reaching, it is not unusual to observe the following:
•
•
•
•
•
•
•

Falsely trivialised, mischaracterised and failed to disclose known, serious risk of addiction
Falsely described addiction as pseudoaddiction and dangerously encouraged physicians to respond by
prescribing more opioids
Overstated the benefits of chronic opioid therapy, while failing to disclose inadequate evidence supporting
long term use
Overstated opioids effect on patients function and quality of life
Omitted mischaracterising adverse effects of opioids
Advised physicians that opioids can be taken in higher doses without disclosing risks
Failed to report suspicious prescribing

In June 2018, Reuters and other media sources reported that the state of Massachusetts sued a manufacturer
of an opioid painkiller including several board members and members of the family that owns the company
accusing the company of fuelling the drug abuse crisis by spinning a web of illegal deceit to boost profits.
According to the state’s attorney general, the lawsuit is the first time to call out the names of company executives
with opioids deaths.
The manufacturer “vigorously” denies the allegations.
What might it cost?
According to Altarum (a health research and
consulting institute) the economic cost of the opioid
crisis from 2001 to 2017 is US $1 trillion and is
projected to cost an additional US $500 billion by
2020.
As of May 2018, ConsumerSafety.org advised that
over 600 state, county and city governments have
filed lawsuits, with additional lawsuits being filed on a
regular basis.
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Individuals and families that file a lawsuit are looking for compensation for treatment costs, legal expenses, loss
of income and pain and suffering caused to the addict and their family. There are also additional funeral costs
for the bereaved. For example, during 2017 alone there were 62,500 estimated related deaths.
The Altarum study estimates crisis-related costs of US $ 215.7 billion to the healthcare sector from 2001 to
2017 mainly related to costs around emergency room visits for overdose:• Treating

and stabilising patients after overdose
costs
• Neloxone administered to stop overdose
• Related and indirect healthcare costs
• Treatment of complications
• Ambulance

Moving forward
Areas to be addressed include:•
•
•
•

Appropriate physician training on best practises
for prescribing pain medication
Developing opioid free ways to treat pain
Identifying and better managing the needs of
substance users
Improved understanding of drug rehab and the
length of time needed for people with addiction to
have a more successful recovery.

The National Institutes of Health (NIH) is trying to assist in solving the crisis by investigating and discovering
effective ways to prevent opioid misuse, treat opioid use disorders and manage pain. It is working with
pharmaceutical companies and academic research centres to progress.
The US Food and Drug Administration (FDA) has also taken several measures:•

•
•

Launched an innovation challenge to spur the development of devices, digital health technologies and
diagnostic tests that could provide novel solutions to detect, treat and prevent pain. The challenge is
providing the opportunity for selected companies to work closely with the FDA to accelerate development
and review of potential new products.
Approved the first medication made expressly to treat signs of opioid withdrawal. The drug will be sold under
the brand name Lucemyra. The active ingredient is lofexidine.
Announced nine online networks, operating a total of 53 websites that they must stop illegally marketing
potentially dangerous, unapproved and misbranded versions of opioid medications, including tramadol and
oxycodone. Companies who fail to correct the violations, as outlined in the warning letters, may be subject to
enforcement action, including product seizure or injunction.

Within the United States Congress lawmakers have passed 38 bills aimed at combating the opioid crisis including measures that would provide the NIH more authority to study non addictive painkillers and prevent opioid
smuggling through international mail. Congress is also looking to pass at least another 19 opioid measures and
a legislative vehicle that would wrap in all opioid bills passed by the chamber with the goal of sending the bills to
the Senate by August this year.
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What about insurance?
Whilst counsel for insurers continues to determine the existence and scope of insurance coverage for these
lawsuits, two main questions arise:
1.

Which insurance policies will respond to the varied opioid claims?
Any organisation involved in the manufacture, distribution or prescription of opioids should have all
insurance programmes evaluated for coverage of opioid related claims.
Opioid related lawsuits can trigger various insurance coverages depending on what is alleged, for example:-

•
•

•

•

2.

General liability insurance policies may respond to claims made relative to opioid litigation including public
nuisance, failure to report, negligence and negligent misrepresentation.
Product liability policies would be applicable to pharmaceutical manufacturers when the insured is legally
obliged to pay damages because of bodily injury. It is interesting to note that insurers raising defences to
coverage typically refer to bodily injury that is expected and intended and also exclusions for unfair
competition, criminal acts and intentional acts of non compliance with FDA rules or regulations.
Directors and Officers (D&O) of pharmaceutical companies may be sued individually and there could be
claims by shareholders relating to the impact on companies security. Thus, D&O liability policies should be
checked carefully.
Professional Indemnity/Errors and Omissions policies should also be carefully reviewed. Restrictions around
intentional acts, restitution and illegal profits are thoroughly scrutinised by insurers.
What impact will these opioid related claims have on policy terms and conditions for policy holders in
the future?
It is certain that entities involved in the manufacture or distribution of opioid products will face difficulties
finding unrestricted liability cover at a reasonable cost.
Further, it is increasingly difficult binding product liability policies without major restrictions particularly
relating to misuse and abuse of opioid products. Some insurers are now insisting on a full opioid product
exclusion or at the very least, providing cover limited to manufacturing or labelling errors only.

Conclusion
The opioid crisis continues and it will take many years to resolve. On the humanitarian front, steps are now being
taken to help those afflicted.
From a financial perspective, major actions need to be taken. Whilst some out-of-court settlements have been
made, it is still not clear what the overall solution will be. Unlike the 1998 US $248 billion settlement with the
cigarette manufacturers, the opioid crisis involves pain medication via legal, approved and regulated drugs.
Opioid claims are being made against seemingly legally compliant companies, however, the alleged marketing
and diversion practices mentioned above put some of these companies to the test and may give insurers hope
that they will be able to avoid paying claims.
To surmise, the opioid crisis has a long way to go and the lawyers on both sides are likely to devote a lot of
resources to their respective clients’ positions.
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