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By Jack Persico, Editor-in-Chief

Is the FDA Being Protective
or Paternalistic?

O
ver himself, over his own body and mind, the indi-
vidual is sovereign,” John Stuart Mill wrote nearly
150 years ago. It’s a tenet of Western democracy
that individuals have the ability and the freedom to
make informed decisions about the conduct of

their lives. But not, apparently, the contents of their medicine
cabinets. If Mill had his way, we’d be free to think, to do and
to ingest whatever we like. Of course, reality falls far short of that libertarian
goal. Although there are already many restrictions on the substances we con-
sume, lately the FDA is considering even more. By restricting access to medica-
tions or withdrawing them outright, the agency is supplanting individual
choice and physician guidance with state-mandated paternalism.

Vigilance regarding product safety is certainly welcome, but can be a deter-
rent to drug development if it’s overbearing and arbitrary. Vioxx was withdrawn
in a messy public debacle over its side effects, despite protests from chronic pain
patients who said they’d be willing to accept the risks. If cigarettes were held to
the same standard as drugs, they’d be pulled from the market immediately, as
they’re saddled with significant risks and offer zero “efficacy” in terms of health
benefit. Why is it that we’re able to consciously decide to smoke—knowing full
well the damage we’re inflicting upon ourselves—but not able to take certain
medications that do pose safety hazards but offer life-changing efficacy?

Perhaps due to the Vioxx scandal, the FDA has acted a bit schizophrenic in
its handling of Tysabri, the focus of this month’s cover story. The agency was
pragmatic when it fast-tracked Tysabri for early approval, recognizing the obvi-
ous benefit to patients and determining that the efficacy outweighed the poten-
tial risks known at the time. Of course, no good deed goes unpunished. As is
now well-known, three patients on Tysabri developed PML, and two cases were
fatal, prompting an abrupt withdrawal of the drug. Last month, an FDA advi-
sory panel recommended reintroducing the drug with stricter monitoring
requirements, and all eyes in the MS community are now on the agency as it
mulls its next move. This month’s cover story delves into the research on natal-
izumab and speculates on what may happen when the FDA rules on the drug’s
possible return. To a lesser extent, the stimulant drugs for ADHD are also
under renewed scrutiny, another controversy discussed in this issue.

The medical literature settles some, but not all, questions the FDA is pon-
dering. The trials required by the FDA will by definition demonstrate (relative)
safety and efficacy, but cannot predict what happens in the real-world usage of
these meds. “Evidence-based medicine is evidence-biased medicine,” said one
of the speakers at the AAN conference earlier this month. If a study hasn’t been
performed, clinicians and regulators remain in the dark until it’s too late. Just
as the insurers will tell you that “if it’s not in the chart, it didn’t happen” so too
will evidence-based reviews not reveal safety risks that haven’t been studied.
Patients need to understand this concept better if they hope to achieve the indi-
vidual independence and personal responsibility Mill envisioned long ago.  PN
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