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Supreme Court Issues Common-Sense Ruling
In Device Case

The U.S. Supreme Court has come down on the side of common sense for FDA-approved medical
devices.

e Ina case involving a medical device that the Food and Drug Administration had approved, the
court determined that such approval pre-empts state liability lawsuits.

e Federal “premarket approval” of a device precludes tort lawsuits brought in state court. The
court overwhelmingly came to this conclusion, 8-1.

e This kind of liability limitation could go a long way toward separating the right to sue for injury
stemming from a faulty product and using the legal system against a manufacturer whose
product has gained regulatory approval.

Finally, the court has injected balance and judiciousness in liability law.

e Manufacturers of medical devices must meet high standards in order to get a new product
approved by the FDA.

e In this case, a patient died after a coronary catheter burst following an angioplasty. But the FDA
had approved the catheter before it was marketed. The court ruled that such approval bars
liability lawsuits under state law.

e While everybody empathizes with the patient’s survivors, the fact is every state liability suit
against an approved device’s maker takes resources from research, development and cost
savings. Such state laws effectively add extra layers to standards manufacturers must meet.

e The court accepted the Bush administration’s argument that FDA-approved medical devices
can’t be challenged in personal injury cases under state law. Injured parties may sue over
whether a specific device had flaws, but can’t rely on state laws that add extra requirements
beyond the FDA'’s.

-- MORE --
e The majority ruled that state juries imposing liability on makers of approved devices “disrupts
the federal scheme.” These cases lack balance: The FDA weighs risks and benefits in the



approval process, while juries are “not concerned with its benefits . . . [and] the patients who
reaped those benefits are not represented in court.”

The vast majority of American people will benefit from the court’s determination favoring federal
pre-emption for FDA-approved medical devices. This little toehold of liability limitation equals
more resources available for R&D, and new breakthroughs that save lives and improve health.
That’s a good thing for society. Legitimate cases may still be brought, but the FDA’s rigorous
approval process gets the respect it deserves — and device makers get the protection that

meeting FDA standards should afford.
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