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oes the recent FDA panel recommendation for a black box
cancer warning for tacrolimus (Protopic, Fujiswawa) and
pimecrolimus (Elidel, Novartis) represent responsible
action or an exaggerated reaction by an agency besieged by
bad press? 

Responses to that question vary depending on whom you ask. While
everyone from the manufacturers who make the drugs, the physicians who
prescribe them, and the patients who use them agree that identifying the
inherent risks of compounds is imperative, there’s wide disagreement about
the significance of current findings, the need for additional study, and the
appropriateness of strongly-worded warnings. Perhaps sparking wider
debate, the FDA also last month turned its eyes toward topical corticos-
teroid safety and published new guidelines for identifying and assessing
risks of drugs in development.

It’s increasingly obvious that the entire pharmaceutical industry is
under pressure. When one of my colleagues working in another medical
field was barred from an industry-sponsored dinner lecture, apologetic
organizers explained that company policy barred all press from sponsored
events. Other companies are similarly guarded, citing as part of their
rationale fear of Michael Moore and his moles and their proclaimed assault
on the pharmaceutical industry.

These developments proceed against the background of a public that
seems to have a generally unrealistic understanding of medicine. Despite
incredible scientific advancements, the fact is that nearly all drugs are
made of poisonous compounds—their effective therapeutic use largely
depends on the sophisticated and sensitive balance of numerous factors. 

No doubt some areas within the pharmaceutical industry require
change, but reactionary measures will only serve to harm patients, ham-
string physicians, and damage the quality of available medical care. To
truly advance the practice of medicine and effectively serve the needs of
patients, physicians, manufacturers, regulators, and the public must
together develop a comprehensive, calculated plan to streamline drug
development and data reporting, ensure quality medical education and
information sharing, and enhance the availability of effective compounds
to improve the quality of life for millions. 

Paul Winnington, 
Editor-in-Chief
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