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Bartlett's Benefïts \ryiil Extend Beyond Generic-Drug
Makers
By Greg Ryan

Law360, New York (June 27, 2013, B:24 PM ET) -- In a landmark ruling Monday, the U.S.
Supreme Court may have immunized not only generic-drug makers but makers of any
federally approved products, from medical devices to pesticides, against allegations they
should have stopped selling dangerous products in the face of conflicting state and federal
law,

A 5-4 majority of the court held that the Federal Food, Drug and Cosmetic Act
preempts state law design defect claims against generic-drug makers, The court rejected
plaintiff Karen Bartlett's contention that under the so-called stop-selling theory, Mutual
Pharmaceutical Co. Inc. could have complied with both federal law, under which a generic
drug's design must match that of its brand-name counterpart, and state law, under which
Mutual's drug design was allegedly defective, by removing its drug from the market, Just
because a product can be pulled doesn't mean federal and state laws don't conflict, it said,

"The incoherence of the stop-selling theory becomes plain when viewed through the lens of
our previous cases," Justice Samuel Alito wrote in the majority opinion, "In every instance
in which the court has found impossibility pre-emption, the'direct conflict'between federal
and state law duties could easily have been avoided if the regulated actor had simply
ceased acting."

In coming to that conclusion, the majority did not rely on law specific to generic drugs, as
it could have, according to attorneys. Instead, it slammed the door on plaintiffs hoping to
overcome conflict, or impossibility, pre-emption by claiming a manufacturer could have
stopped selling a product, they said.

"It's hard to see why there's a logical stopping point at generics," Arnold & Pofter LLP
partner Anand Agneshwar said. "If the issue is you can't avoid impossibility pre-emption by
stopping the sale of products, that's an interpretation of pre-emption that doesn't have an
arbitrary stopping point,"

James Beck, counsel with Reed Smith LLP, said that a ruling such as the Sixth Circuit's
2010 decision in Wimbush v, Wyeth would not hold up under Bartlett. The Sixth Circuit
ruled in the earlier case that the FDA's approval of a Wyeth diet pill did not pre-empt
claims that the company had been negligent in bringing the drug to market in the first
place.

Nilan Johnson Lewis PA shareholder Scott Smith cited pesticides as a product that may
now be protected from the stop-selling theory. Any failure-to-warn claims involving
pesticides are pre-empted under the Federal Insecticide, Fungicide and Rodenticide Act,
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but a plaintiff may allege a manufacturer should not have put a pesticide into commerce at
all, Smith said, The Bartlett ruling appears to torpedo such a claim, he said.

The court's holding on the stop-selling theory may not even be limited to cases in which
the defendant cannot possibly comply with both state and federal law, according to Smith,

"What the court held in Bartlett is that you can't have the stop-selling argument fly when
the whole point of federal regulation assumes you're going to market the product," Smith
said. "The presumption is that the government has allowed you to market the product
under these conditions, and the stop-selling argument is just completely inconsistent with
the notion of federal approval,"

Justice Sonia Sotomayor expressed such a concern in one of the court's two dissents. She
wrote that the majority's embrace of pre-emption is so great that it sets up an unavoidable
conflict between federal premarket review requirements and state law design defect
claims, The majority appears to find design defect claims displaced whether Congress
expressly pre-empted them or not, she said,

"If manufacturers of products that require preapproval are given de facto immunity from
design-defect liability, then the public will have to rely exclusively on imperfect federal
agencies with limited resources and sometimes limited legal authority to recall approved
products," Justice Sotomayor said. "And consumers injured by those products will have no
recourse."

In the majority opinion, Justice Alito denied the charge that the majority was seeking to
undermine state common law liability, though he called on Congress to provide direction
on the pre-emption issue as it related to drugs,

Levin Papantonio Thomas Mitchell Rafferty & Proctor PA shareholder Timothy O'Brien said
that, at least in the context of generic drug litigation, killing the stop-selling theory is

unfair to plaintiffs.

"The majority's opinion just absolutely rejecting the stop-selling approach to generic
manufacturers has really eliminated a core concept from this area of liability, and that is:
The choices you make have consequences," O'Brien said.

--Additional reporting by Melissa Lipman. Editing by Kat Laskowski and Stephen Berg
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