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An Off-Label Case Report
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Sleep medicine continues to have a major impact on medical
education in this country. Ironically, this impact comes from
the courtroom and not the classroom. Best known is the Libby
Zion case where malpractice allegations arising from sleep de-
privation and shift work caused a national change in trainee
work schedules." Lesser known is the criminal case of Peter
Gleason, MD.2

Dr. Gleason, a private practice psychiatrist, was a high-
volume prescriber of the narcolepsy drug Xyrem (sodium oxy-
bate, the sodium salt of GHB). He advocated its off-label use
and the manufacturer frequently hired him to give promotional
lectures stating his off-label opinions.? In 2006, without warn-
ing, Gleason was arrested for his off-label advocacy. He was
indicted on four felonies, including health care fraud.?He faced
$1 million in penalties and 28 years in prison. The indictment
included allegations against his CME activities that dealt with
Xyrem if funded by the manufacturer. His crime was advo-
cating Xyrem for “...fatigue, chronic pain, weight loss, EDS
not associated with narcolepsy, depression, bipolar disorders,
fibromyalgia, insomnia, and movement disorders such as Par-
kinson’s disease.”? These uses have a basis in clinical practice
and basic science, but being off-label were based on anecdotal
and theoretical data.* Despite this, the FBI publicly stated
Gleason’s conduct was “...indistinguishable from a carnival
snake-oil salesman...”’ Within legal circles, the indictment
was considered “creative.”®

The indictment included a criminal forfeiture allegation.
Designed as a prosecutor’s tool to be used against illegal drug
dealers, it freezes and isolates a defendant’s finances prior to
trial.® In 2010, Gleason acquiesced to a federal misdemeanor
and was sentenced to a $25 fine and one-year probation. He
was financially destitute and faced state medical board dis-
ciplinary proceedings. In 2011, one month after probation
ended, he committed suicide. His sister stated his death was
from governmental overreach for “truthful speech to fel-
low physicians about the off-label use of an FDA-approved
drug.”®

The doctor received some vindication. The sales representa-
tive indicted with Dr. Gleason was convicted of felony drug
misbranding. With help from national legal foundations, that
felony conviction was overturned in 2012 by the Second Cir-
cuit Court of Appeals on First Amendment grounds.” Some
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would argue that decision unleashed corporate malfeasance
and undermines the FDA’s authority.

The Gleason case set a lasting precedent for promotional
lectures, and drug companies routinely refer to the case during
promotional speaker training. The Gleason case reined in off-
label statements, turning forums into rote presentations of the
package insert. To protect themselves, companies require that
such presentations be composed of only FDA approved slides
presented in a defined order. Speakers cannot make spontane-
ous statements regarding off-label options.

This truth-in-advertising comes with a price. Prior to the
Gleason case speakers would modify, add, or delete data from
promotional presentations. New side effects, dosing deviations
from the package insert, and pediatric use are all topics that
cannot be spontaneously opined, even with data on such off-
label parameters. Given the banality of promotional presenta-
tions, physician attendance has dropped.

Published off-label data are frequently presented in case re-
ports, case controls or other poorly designed formats. Some
argue that such data are a threat to public safety, but these
data represent the “art” of medicine upon which the “science”
progresses. Quality off-label data from high-impact, peer-re-
viewed journals should be openly available at promotional pre-
sentations. It could raise journal prestige and impact.

With full disclosures, the free exchange of quality medical
information among physicians should not be limited by the
CME status or funding source of an educational forum.
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