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Regulatory compliance, or “preemption,” as a defense under U.S. law is a creature of our federal system in which federal law is supreme over state law but the States have sovereignty of their own and are not mere subdivisions of the central government.  Federal law generally doesn’t create tort causes of action for product liability; product liability claims in the U.S. nearly always are created and governed by state law – except to the extent that the Supremacy Clause of the U.S. Constitution, Art. VI, cl. 2, constrains such state law:  

“This Constitution, and the Laws of the United States which shall be made in Pursuance thereof . . . shall be the supreme Law of the Land; and the Judges in every State shall be bound thereby, any Thing in the Constitution or Laws of any State to the Contrary notwithstanding.”

Federal law can preempt state law in different ways:  

(1) a federal statute may state expressly that it preempts state law under certain circumstances (“express preemption”) 

(2) a scheme of federal regulation may be so comprehensive as to “occupy the field” and leave no room for any state law in that field (“complete preemption”)

(3) where state law conflicts with federal law such that an actor can’t comply with both, or where the application of state law would pose an obstacle to federal law or frustrate the objectives of federal law (“conflict preemption” or “implied preemption”)

The Federal Food, Drug, and Cosmetic Act (“FD&C Act”) contains an express preemption provision for medical devices but not for pharmaceuticals.  So for state law regulation with respect to pharmaceuticals, implied conflict preemption is the basic mode of analysis.

A distinct though related doctrine is “primary jurisdiction.”  Even where a given state-law claim is not preempted by the FD&C Act, it may be appropriate for a court to refer an issue raised by that claim to FDA so that FDA can bring to bear its expertise in the service of national uniformity of regulation.  Where Congress has placed an issue within FDA’s authority and the issue is one on which FDA has special expertise, this doctrine directs courts to give FDA a chance to address the issue first, before the court acts. 

FDA regulates every aspect of pharmaceutical formulation, testing, manufacturing, distribution, and marketing in its role as the expert agency directed by Congress to protect the public health.  On the other hand, the States traditionally have had authority to protect their citizens from threats to their health and safety.  The boundaries of federal preemption of state law in the context of pharmaceuticals and medical devices represent the balance struck by Congress between the need for a national, centralized expert regulatory system and respect for the powers traditionally retained by the States.
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The Department of Justice, acting as FDA’s attorneys, has filed friend of the court briefs or statements of interest in recent cases involving drug and device preemption issues.

1.  In re Paxil Litig., No. CV 01-07937 MRP, 2002 WL 1940708 (C.D. Cal. Aug. 16, 2002) (granting preliminary injunction); 2002 WL 31375497 (C.D. Cal. Oct. 18, 2002) (granting reconsideration and vacating preliminary injunction)  

FDA had approved GlaxoSmithKline’s advertisements for Paxil, an anti-depressant, that stated:  “Paxil is non-habit forming.”  Plaintiffs alleged that Paxil in fact was habit-forming.  At first, the district court granted a preliminary injunction requiring GSK to delete the “non-habit forming” statement from its ads.  GSK argued that FDA had approved that statement and that the court couldn’t or shouldn’t second-guess FDA’s approval.  The court rejected GSK’s reliance on what the court called “FDA’s past acquiescence in the ad,” saying that “[s]uch acquiescence may have been based on incomplete information, a lack of attention to the specific issue, or any number of other factors.”  

FDA then asked DOJ to file a statement of interest in support of GSK’s motion for reconsideration.  The statement of interest pointed out that FDA had focused specifically on the “non-habit forming” language and had affirmatively approved it, as opposed to merely refraining from taking action to forbid it.  FDA argued that its approval of the statement preempted plaintiffs’ state-law claim challenging it.  FDA also argued that the court should defer to FDA’s primary jurisdiction over ads for prescription drugs, so that FDA could resolve the scientific question of whether Paxil is habit-forming rather than risking inconsistent answers to that question by different courts in different jurisdictions.

The court disagreed that plaintiffs’ claim was preempted, and it declined to defer formally to FDA under the primary jurisdiction doctrine.  But on the merits of whether the “non-habit forming” statement was false or misleading, it deferred to FDA’s position that it was neither:  “While the Court is unwilling to blindly accept FDA’s ultimate determination here, it has given careful consideration to the extensive fact-finding engaged in by FDA with regard to Paxil and its approval of Paxil’s advertisements. . . . [T]he Court finds FDA’s evidence persuasive [that the statement was not false or misleading].”  

2.  Motus v. Pfizer Inc., 127 F. Supp.2d 1085 (C.D. Cal. 2000) (holding state-law claim not preempted)

Plaintiff’s husband committed suicide within a week of beginning to take Zoloft, an anti-depressant.  Plaintiff alleged that Pfizer had failed to warn of the risk that Zoloft could cause people taking it to become suicidal.  FDA had approved verbatim the warning label for Zoloft, which said in relevant part:  “Suicide: The possibility of a suicide attempt is inherent in depression and may persist until significant remission occurs.  Close supervision of high risk patients should accompany initial drug therapy.”  On multiple occasions, FDA had considered whether a stronger suicide warning should be given for Zoloft or other SSRIs, and each time FDA had concluded that there was no scientific basis for the notion that SSRIs increased the risk of suicide.  FDA also concluded that giving an unsubstantiated suicide warning would be harmful because it might “overwarn” and thus deter people who could benefit from SSRIs from using them.  

Pfizer argued that plaintiff’s claim was preempted.  The district court disagreed, holding that the FDA-mandated warning was a “minimum” that Pfizer was permitted to “strengthen” without running afoul of the FD&C Act.  The court stated that “although FDA did not require Pfizer to include suicide-related warnings in Zoloft’s label, FDA has not prohibited Pfizer from doing so. . . .  FDA did find that the evidence did not support requiring manufacturers to include additional suicide-related warnings.  But FDA never stated that it would be impermissible to include additional warnings.”  (The court ultimately found that the omission of the warning sought by plaintiff did not cause her husband’s suicide, and entered judgment for Pfizer.)

On appeal, DOJ filed an amicus brief at FDA’s request arguing for preemption.  FDA argued that “[t]he Supremacy Clause bars a state from demanding that the manufacturer of a drug choose either to avoid tort liability or comply with the [FD&C Act].  Yet, under Motus’s theory of liability, any omitted warning would have had to state a causal relation between Zoloft and suicide – the very relation that FDA determined was scientifically unsupported.”  Because FDA believed that the state-law warning sought was scientifically incorrect, FDA would have deemed such a warning to be false or misleading, meaning that Pfizer would violate the FD&C Act by giving it.  The Ninth Circuit affirmed the judgment in Pfizer’s favor on causation grounds, without addressing any issue of preemption.  

3.  Horn v. Thoratec Corp., 376 F.3d 163 (3d Cir. 2004) (holding state-law claims preempted)

Thoratec manufactured the HeartMate, a heart pump that assists blood flow between the ventricle and the aorta.  After plaintiff’s husband suffered a heart attack, a HeartMate was implanted to provide circulatory support while he waited for a heart transplant.  A suture on the device wore off, and the screw ring linking two parts of the device disconnected, which plaintiff alleged caused her husband to suffer a fatal brain hemorrhage.  Plaintiff alleged that the device was defectively designed and that Thoratec should have warned of the risk that the suture and screw ring would become disconnected when the device was implanted in a certain configuration.  Thoratec argued that these claims were preempted by FDA’s approval of the precise design of the device and the warnings that accompanied it, and the district court agreed.  On appeal, after oral argument, the court invited FDA to file an amicus brief stating its position on the preemption question.

In the medical device context, the FD&C Act expressly provides for preemption under certain circumstances:  “[N]o state . . . may establish or continue in effect with respect to a device intended for human use any requirement (1) which is different from, or in addition to, any requirement applicable [under the FD&C Act] to the device, and (2) which relates to the safety or effectiveness of the device . . . .”  21 U.S.C. 360k(a).  The basic question in this case was whether FDA’s approval of the HeartMate’s design and labeling constituted a “requirement” under the FD&C Act that Thoratec design the device in the particular way that FDA had approved and use the particular labeling that FDA had approved or, on the other hand, whether Thoratec was free to vary the design or labeling without running afoul of the FD&C Act.  

The answer to this question turned on the nature of FDA’s review of the device.  For most medical devices, FDA does not conduct a comprehensive review for safety and effectiveness before the device may be marketed.  Instead, if the device is substantially equivalent to a device already on the market, the manufacturer goes through what is known as the “510(k)” pre-market notification process.  In that abbreviated process – 20 hours is the average amount of time spent by FDA on a 510(k) application – FDA “clears” a device for marketing without an independent or detailed review of its safety or effectiveness; the touchstone is the device’s similarity to an existing device.  The Supreme Court has held that FDA’s “clearance” of a device through the 510(k) process does not preempt state-law claims challenging the design or labeling of the device.  Medtronic, Inc. v. Lohr, 518 U.S. 470 (1996).  

Some devices, in contrast, must go through the far more rigorous “pre-market approval” process.  In the PMA process, FDA spends an average of 1200 hours reviewing an extremely detailed application that addresses every aspect of the device’s design, manufacture, performance, and labeling.  Rather than approving the marketing of “a heart pump” in a generic sense, what FDA approves is the detailed specifications submitted and reviewed during the PMA process.  If a manufacturer subsequently departs from those specifications in any material way, the device no longer can be said to be the device that FDA approved, and its marketing becomes a violation of the FD&C Act.  Thoratec’s HeartMate went through the PMA process and was approved by FDA in the design, and with the labeling, that plaintiff challenged.

On behalf of FDA, DOJ filed an amicus brief that argued for preemption, emphasizing the stark distinction between the 510(k) process and the PMA process.  FDA explained that the HeartMate had been the subject of an exhaustive review for safety and effectiveness, including extensive back-and-forth between Thoratec and FDA.  To be sure, Thoratec rather than FDA “designed” the device in the colloquial sense, but the specific design and labeling that emerged from that process were the specific design and labeling that FDA required, and Thoratec was forbidden to change them in any material way without FDA approval.  Accordingly, if Thoratec had designed the HeartMate in the way that plaintiff sought, or if Thoratec had labeled the HeartMate in the way that plaintiff sought, Thoratec would have violated the FD&C Act.  By a divided vote, the court of appeals agreed with FDA’s position and affirmed the dismissal of plaintiff’s claims.  
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FDA possesses powerful legal tools to ensure that drug and device manufacturers behave appropriately and FDA vigorously enforces the FD&C Act to that end.  Recently a company called Endovascular Technologies pled guilty to charges relating to failing to report adverse events to FDA and misleading FDA about device malfunctions.  Endovascular Technologies paid a total of $92.4 million to settle these criminal and civil charges.  This is only one of many examples that demonstrate that FDA has and exercises the ability to protect the public health from unsafe pharmaceuticals and devices.  

The public policy question is not whether the public should be protected against unsafe drugs and medical devices, but rather how such protection can best be achieved while balancing the public’s interest in the availability of beneficial drugs and devices.  Preemption has an important role to play in striking that balance.  As the Los Angeles Times editorialized when the Horn decision came down:

“Companies that make drugs and medical devices should be held to a very high standard of care.  But they are entitled to a uniform standard – one that they can know in advance and rely on.  The FDA represents society’s best effort to set an appropriate standard. . .  The FDA is not perfect.  But neither is any other mechanism for determining this balance.  Lawsuits are especially bad: costly, inconsistent and prejudiced on the side of excessive caution. . . . We will never have infallible heart pumps.  Our choice is either to decide as best we can how much risk of failure we can tolerate or to let loose the lawyers and have no heart pumps at all.”  An FDA Tightrope Act, Los Angeles Times (July 28, 2004).                    

