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AN INSURANCE
PERSPECTIVE ON
OFF-LABEL USE OF
THERAPEUTICS
Off-label use of therapeutics is the practice
of prescribing drugs for a purpose not
specified on the drug’s approved label. The
practice is far from uncommon.

In 2006, an analysis published by the Archives of Internal Medicine
estimated that 21% of drug use overall is off-label. This equates to
approximately 152million prescriptions written for off-label use
annually. Off-label use was found to bemost commonwith cardiac
medications (46% of all prescriptionwritten).1 Nor is the practice
illegal. In the U.S., physicians have always been permitted by the FDA
to prescribe any drug for other than its intended purpose. Off-label
use is accepted as customary in the practice ofmedicine. That does
notmean, however, that off-label use does not have its own set of
risks and legal complexities. Recent governmental activitymay
mean that some of these complexitiesmay be about to undergo
significant change.

PRODUCT LIABILITY
INSURANCE FOR
OFF-LABEL USE
Most insurers recognize that off-label use is common practice. Most
insurance policies do not exclude coverage for claims arising out of
injury as a result of off-label use of a drug because the practice is so
pervasive. However, several insurers do have restrictive policy
language regarding off-label use. As the following example shows,
one of the key factors has to dowith dissemination of information
about potential off-label use.

“With respect to all coverages under this policy, this insurance does
not apply to any damages, loss, cost or expense arising out of the
dissemination of information by or on behalf of any insured; and in

connectionwith any unapproved use of any
product in violation of any law, regulation or
order of any governmental authority.”

This exclusionary language has several
aspects worth examining. It excludes
coverage for a claim arising out of “the
dissemination of information…” This phrase
allows the insurer to exclude coverage if they
discover that the drug company distributed
anymaterial regarding off-label use of its
drug in violation of any law or regulation.
The exclusion goes on to state that the
coverage is not provided if the dissemination
of informationwas done “by or on behalf of
any insured…” Coverage could be excluded
even if the information is distributed by a
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1 Archives of Internal Medicine, May 8; Vol. 160: 1021-1026.
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third party. It is not clear if “on behalf of”means “at the request of”
the drug company.

The exclusion states that, for a claim to be denied, the distribution of
informationmust be “in violation of any law, regulation or order of
any government authority.” If a claim should occur involving an off-
label use of a drug, whowill decide if the loss resulted from the illegal
dissemination of information? And, what laws, regulations or orders
will be used as the standard for determining illegality? Under the
proposed guidelines, the task ofmaking such determinations would
fall to the FDA.

TheU.S. is of course not the only country with regulations covering
the use of drugs and the dissemination of information about drugs. If
a product is distributed outside the U.S., drug companies will have to
fully understand the laws and regulations of each country regarding
off-label use to ensure that they do not void insurance coverage.

DIRECTORS AND OFFICERS
LIABILITY IMPLICATION
Suits from shareholders have been filed against public companies
in connection with revenue from off-label sales. In recent years
major drug makers have been the subject of shareholder class
actions where it has been alleged that they inflated their revenues
by marketing certain products for off-label uses.

Suits like these are most likely to occur where the product in
question encounters safety or efficacy issues or sees a drop in
revenues for any other reason.

A case that may generate even greater
concern for corporate executives is the
recent indictment of a former biotech CEO
in March of this year for fraudulently
marketing one of the company’s drugs. The
indictment alleges that the vast majority of
the drug’s sales were for off-label use, which
the government alleges was illegal. The case
is likely to hinge on what the former CEO
knew about the drug’s effectiveness for the
off-label use and when he knew it. Of
relevance here is that the criminal
indictment against the CEO was filed after
the biotech firm had reached a $30 million
settlement with the federal government over
the same matter.

EASING OF
RESTRICTIONS
Drug companies are prohibited by law from
advertising or marketing medications for
any purpose other than their FDA-approved
use. They are also prohibited from
distributing information about the clinical
findings of off-label use. Physicians learn of
potential off-label uses at conferences and
continuing education programs, in talks with
their peers and from medical journals.
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These restrictions, however, may be on the verge of easing. In February 2008,
the FDA issued draft guidance that would allow drug makers more leeway in
distributing third-party reference publications, articles or other information
regarding off-label use of their drugs. Distributing any publication not
supported by credible medical evidence would still be considered an illegal
activity. The FDA would retain the authority to determine if such publication
distribution constitutes illegal promotion of a new use for an approved drug. The
new Good Reprint Practices Guidelines must survive a review period before they
are enacted into law.

Other pending FDA regulations may open up another source of information that
could encourage off-label use. The regulations would require drug companies to
post results of clinical trials on a public website before a drug is approved,
allowing anybody to view early results from human clinical trials before FDA
approval. If a drug currently approved for a certain disease were to be tested for
a different disease, doctors would have another way to find out about this
potential use.

RECOMMENDATIONS

PRODUCTS LIABILITY

Check your insurance policy for any exclusionary language regarding off-label use
of products or the dissemination of information about off-label use, and ask
underwriters to remove ormodify this exclusion. All liability policies have a
standard exclusion for illegal or fraudulent acts. Insurers should be able to rely on
the standard exclusion and be permitted to deny coverage if the FDAdetermines
that a company’s distribution of information regarding off-label use of its drug is in
violation of the FDA regulations. No additional exclusionary language should be
necessary.

DIRECTORS AND OFFICERS LIABILITY

D&O insurance policies should not contain specific exclusions for off-label use.
However, the complexity of the cases, tied in as they are to safety and efficacy of
products and potential for bodily injury issues,means that theD&Opolicymust be
carefully crafted. Give special attention to prior-noticed claims exclusions and
bodily injury exclusions. These areas include a potential exposure for research and
sales personnel within your company, so the definition of Insured Persons is also
important.
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