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The difference between science and science fiction
is a line that seems ever harder to distinguish, thanks in part to a host of
astonishing advances in medical science that are helping to create a new age of
promise and possibility for patients.
Today cancer drugs are increasingly twinned with a diagnostic device that can
determine whether a patient will respond to the drug based on their tumor’s genetic
characteristics; medical imaging can be used to identify the best implantable device
to treat a specific patient with clogged coronary arteries; and progress in
regenerative medicine and stem cell therapy using a patient’s own cells could lead
to the replacement or regeneration of their missing or damaged tissues. Given
these trends, the future of medicine is rapidly approaching the promising level of
care and cure once imagined by Hollywood in futuristic dramas like Star Trek.
But these examples are not science fiction. They are very real achievements that
demonstrate the era of “personalized medicine” where advances in the science of
drug development, the study of genes and their functions, the availability of
increasingly powerful computers and other technologies, combined with our greater
understanding of the complexity of disease, makes it possible to tailor treatments to
the needs of an individual patient. We now know that patients with similar
symptoms may have different diseases with different causes. Individual patients
who may appear to have the same disease may respond differently (or not at all) to
treatments of that disease.
FDA has been playing a critical role in the growth of this new era for a number of
years. Even before I became FDA Commissioner the agency was creating the
organizational infrastructure and putting in place the regulatory processes and
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policies needed to meet the challenges of regulating these complex products and
coordinating their review and oversight. It has been my pleasure to serve at FDA
during this next exciting period and to help ensure that the agency continues to
prioritize this evolution by anticipating, responding to, and encouraging scientific
advancements.
I am very pleased to be able to present a new report by FDA as part of our ongoing
efforts in this field. Paving the Way for Personalized Medicine: FDA’s Role in a New
Era of Medical Product Development [1] (.PDF) describes many of the exciting
developments and looming advances in personalized medicine, lays out the
historical progress in this field, and examines FDA’s regulatory role: from ensuring
the availability of safe and effective diagnostic devices, to addressing the
challenges of aligning a drug with a diagnostic device, to post-market surveillance.
Continue reading... [2]
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